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SOCIALIST REPUBLIC OF VIETNAM
Independence — Freedom — Happiness

Hanoi, January 25, 2011

THE MINISTRY OF HEALTH

No: 06/2011/TT-BYT

CIRCULAR
PROVIDING COSMETIC MANAGEMENT

THE MINISTRY OF HEALTH

Pursuant to the Government’s Decree No 188/2007/ND-CP of December 27, 2007 regulation about
functions, duties, powers and obligation, and organizational structure of the Health Ministry;
Pursuant to the Government’s Decree No 188/2007/ND-CP of December 27, 2008 detailing
implementation some articles of the Goods and Products Quality Law;
Pursuant to the Government’s Decree No 24/2003/ND-CP on March 13, 2003 detailing implementation

the Advertising Ordinance;
Pursuant to the Government’s Decree No 89/2006/ND-CP of August 30, 2006 regulation on labeling of
goods;

Pursuant to the Government’s Decree No 12/2006/ND-CP of January 23, 2006 detailing implementation
the Commercial Law in the international trade activities as well as activities which are agency for sale
and purchase, processing and transit of with foreign country;
Pursuant to the Government Prime Minister’s Decision No 10/2010/QD-TTg of February 10, 2010
regulation about the certification of free sale for the export or import goods and products;
To carry out the Combination Convention in the cosmetic management which has been signed by
countries are member of the Association of Southeast Asian Nations on September 2, 2003 (commonly
called ASEAN Cosmetic Convention),
The Minister of Health promulgates on cosmetic management as the following:

Chapter |
GENERAL REGULATION
Article 1: The scope of regulation and objects of application

1. This circular regulates the management of cosmetic products which is domestic produced, import
cosmetic to sale in the scope of Vietnam territory, involving: cosmetic product announcement; product
information dossier; request of product safety; product labeling; cosmetic advertising; cosmetic exporting
or importing; collecting cosmetic pattern for quality inspection, verifying, investigation, and settling
violations; duties of organizations, individuals in cosmetic production, trade, import and consumers’ right.

2. This circular is applied for the cosmetic state management agencies, organizations, individuals
conduct operations related to the cosmetic product declaration, the information, the advertising, the
export, the import, the production, the trade of cosmetic products in Vietnam.

Article 2: Term Interpretation
In this Circular, the following terms shall be construed as follows

1. Cosmetic product is a substance or a preparation which is used for touch with outside parts of human
body (skin, hair system, finger nails, toenails, lip, and outside reproduction organ) or teeth and mouth
mucous membrane with main purpose in order to cleanse, aromatize, change the outward
characteristics, form, adjust body’'s smell, safeguard body, or maintain the human body in good
condition.
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2. Cosmetic name is the title which is given to a cosmetic product; it can be a new one named by itself
together with brand or name of the producer. Letters which composes the product name must be Latin
letters.

3. Organizations, individuals who are responsible for putting products on market are organizations,
individuals have name written in the cosmetic product announcement dossier and be responsible for
cosmetics product in the market.

4. The receipt number of Cosmetic product proclamation is a number issued by the competent state
management agency, when receiving the cosmetic product announcement dossier. The announcement
receipt number is useful in order to prove cosmetic product have been declared by organizations,
individuals who are responsible for circulation products in market, just about cosmetic shall be circulated
in market, are not value to certify that such product have been guaranteed of the safety, the
effectiveness, and meeting all requirements of the ASEAN Cosmetic Association and the Annexes
attached.

5. Cosmetic Product Owner is an organization or individual which owns formulas, process of production,
standards of the product quality.

6. Product stability is the stable capacity of product when preserved in the appropriate condition still
remains its initial quality; especially, still guarantees requirements of products safe.

7. Quantitative of goods is the amount of cosmetic shown with the absolute weight or the true volume in
meter or in meter and British measurement system.

8. Cosmetic label is writing, print, drawing, photocopy of words, drawings, pictures which are
pasted, printed, enclosed, casted, engraved, carved directly on goods, trade packing of goods, or other
materials affixed with goods, trade packing of goods.

9. Label writing is showing basic, necessary content of cosmetic in label for customer to acknowledge, to
rely on to choice, and use exactly, for producers to advertise goods and to base for functional agencies
in inspection and supervisory.

10. Original label is the label which shown at the first time of affixing on trade packing of cosmetic.

11. Auxiliary-label is the label shows compulsory contents which is translated the cosmetic’s original
label from in the foreign language to in Viethamese and supplement compulsory contents provided in
this Circular which the original cosmetic label still lacks.

12. Trade packing of cosmetic is the packing contains cosmetic inside and traffic together with the
cosmetic. The trade packing of cosmetic has two kinds: the direct packing and the outside packing.

a. Direct packing is the packing contains goods, directly contacts with goods, makes into cube or tightly
covers in cube of goods.

b. Outside package is the packing used for packing one or a set of goods organizations which had direct
packing before.

13. Cosmetic circulation is the display operation, transportation, and saving of goods in the goods selling
or buying process, except case of transportation import goods of organizations, individuals from border
gate to storehouse.

14. The number of lot of produced cosmetic is a signal in number or letter, or combination of number and
letter in order to realize the lot of products and allow inquiring whole of source of a lot of product
including of all steps of the manufacture process, quality inspection, and delivery lot of that product.

15. Cosmetic manufacturing date is the time mark of completed manufacture, processing, packing or
other ways to perfect the last step of the product lot.

16. Expiry date of cosmetic is the time mark appointed for a lot of cosmetic which after this time-limit, the
cosmetic shall not permitted for delivering or using

17. Best using period date is the time mark which the producers advise the customers for using when
the quality of product is gaining at the most effective level.
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18. Cosmetic goods origin is the country or territory area where products all of cosmetic or where
implements the end basic processing step regarding to cosmetic in case of many countries or territory
areas involved in the cosmetic manufacturing processing.

19. Certificate of free sale (CFS) is a certify issued by an authority agency in the export country for the
export domestics trader stated in CFS to confirms that the cosmetic is freely produced and sold in the
export country.

20. Usage Introduction is necessary information to guide the cosmetic user be safe and suitable. The
usage introduction may be printed on the direct packing or in an attached document with the trade
packing of cosmetic in which have instructions for usage and other information as regulated.

21. Cosmetic advertising is cosmetic introductory and broadcast activities to promote the process of
cosmetic manufacture, sale, and usage.

22. Seminar, cosmetic introduction event is a meeting to introduce or special subject discuss with
consumers about deep professional knowledge involving cosmetic.

23. Advertiser is organizations, individuals who have demand to advertise cosmetics produced or
delivered by themselves.

24. Advertisement publisher is organizations, individuals transmit the cosmetic advertising product to
consumers, includes the newspaper; telecommunication; television agencies; publishers; internet
network management organizations; exhibition, fair, culture or sport program organizer; and
organizations, individuals applying other advertising ways.

25. ASEAN Cosmetic Association is the representative agency of ASEAN member countries for
following, decision and dealing conflicts related to the implementation of ASEAN Cosmetic Convention.

Chapter Il
COSMETIC PRODUCT PROCLAMATION
Article 3: The cosmetic product proclamation regulation

1. Organizations or individuals which are responsible of putting the cosmetic product on the market just
permitted selling cosmetic when be issued the number of cosmetic product proclamation receiving by
the authority agencies as well as responsible for safety, effectiveness, and quality of product. The
authority agencies shall carry out after-sales inspection when the product has been being sold in the
market.

2. Cosmetic product proclamation fee is implemented in accordance with the regulations in force.

3. Organizations or individuals who are responsible for putting the products on the market must have the
function of cosmetic business in Vietnam.

4. Cosmetic product feature proclamation (the cosmetic usage purpose) must satisfy the ASEAN’s
instruction of the cosmetic product feature proclamation (Appendix No 3-MP).

Article 4: The cosmetic proclamation dossier
The cosmetic proclamation dossier includes the following documents:

1. Cosmetic product proclamation report (02 versions) with the proclamation data (soft version of
proclamation report);

2. Copy of business registration certificate of organizations, individuals who are responsible for
circulation products into the market (with the enterprise’s signature and seal). In case the cosmetic
domestic produced, but organizations, individuals who be responsible for putting products on the market
are not the manufacturer must have a copy of business registration certificate of the producer (have
legal notarized);

3. Original or notarized copy of letter of attorney from the producers or the owners of products
authorized for organizations, individuals are responsible of putting products on the market in Vietnam
(applied to the import or domestic cosmetic of which organizations or individuals are responsible of
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putting products on the market, be not the manufacturer). For the import product, the letter of attorney
must be a copy notarized sign and consul legalized as provisions of law, except for being exempted of
the consul legalization in regard to international treaties in which Vietnam is a member. The letter of
attorney must satisfy requirements regulated at the Article 6 of this Circular.

4. Certificate of free sale (CFS) is only applied for import cosmetic product proclamation which satisfies
the following requirements:

a. CFS which is issued by the current territory must have been original or legally notarized and still in the
day of validity. In case CFS is not provided of the expiry day, it must be a certificate which has just been
issued within 24 months.

b. CFS must be consul legalized according to provisions of the law, except consul legalization immunity
case according to the international treaties in which Vietnam is a member.

Article 5: The manner to establish the cosmetic product proclamation report and the
proclamation data

1. The proclamation report:

a. The cosmetic product report is set up in accordance with the form in appendix No 01-MP. The
proclamation report must be signed by the representative under laws and with the seal of the
organizations or individuals who are responsible for sale products in the market at the positions of
report’s paper margins. The manner to write contents in the cosmetic product report shall followed the
instruction in the appendix No 02-MP

b. Every cosmetic product proclaimed in a proclamation report.

Cosmetic product which perfect produced in every different enterprises shall be proclaimed separately.
In case there are more than one company, taking part in the manufacturing process in order to product a
complete product, may joint make a proclamation report and clear state each companies’ name and full
address.

Products have the same owners in one of the following situations is permitted to proclaim in one
proclamation report:

- Products are packed with a joint name and sold out in form of a product set.

- Products have same name, same product line with similar formulas but different in color or smell. For
products of hair dye, perfume, must be separate proclaimed with each color, each smell.

- Other kinds will be decided by the department of Medicine management — the Health Ministry based on
the ASEAN Cosmetic Association’s decision.

¢. The manner to write component of formula which are composed in the cosmetic product:

- Components in the product formula must be efficiently listed in descending order of content.
Components of perfume, aroma causing substances and their materials can be written in word
“flavoring” (perfume, fragrance, flavor, and aroma). Components with less than 1% content can be listed
in whatever order after components with more than 1%. Color causing substances can be listed in
whatever order after other components in accordance with the color index (Cl) or by names mentioned
in the Appendix 4 (Annex IV) of the ASEAN Cosmetic Treaty. The cosmetic products for making up
under different colors, the producer can list all color causing substances in “containable” section or “+/-”.

- Having full percentages of components provided of limit of concentration and content according to the
Appendix (Annexes) of the ASEAN Cosmetic Treaty. Between the unit position and decimal position
shall be marked with a comma (*,”).

- Ingredient’s name must be written in the International law name Nomenclature of Cosmetic Ingredients
- INCI is regulated in the latest publications: The International Cosmetic Ingredient Dictionary, the British
Pharmacopoeia, the United States Pharmacopoeia, the Chemical Abstract Services, the Japanese
Standard Cosmetic Ingredient, and the Japanese Cosmetic Ingredients Codex. Plant title and the fluid is
extracted from plant must be written in the scientific title which involves the limb and species (the limb

7%

41



titte can be shortened). Ingredients from the animal need accurately writing in the scientific name of that
animal.

The following substances are not subject to be considered as the cosmetic Ingredient:
- Impurities in materials used.
- Auxiliary materials used for the technology purpose but absent from the end-product.

- Exerted materials used with a necessary mount such as solvent or the bearer of scent-causing
ingredients.

d. The language in the proclamation report may be in Viethamese or English. Contents which are
mentioned in section 3 (the usage purpose), section 7 (the information of organization, individual who
are responsible for putting products on the market), section 8 (information of enterprise’s representative
under the law), section 9 (information of import company) in the proclamation report must be written in
Vietnamese or in Viethamese and English.

2. The proclamation data (the soft version of the proclamation report): Organizations, individuals can
submit the proclamation data according to clause 1, article 4 of this Circular by one of two following
ways:

a. Direct declaration: Organizations or individuals, who signed on the cosmetic product proclamation,
must send the text to the Medicine Management department under the Ministry of Health to be issued an
entry account to access the cosmetic management database, and fill in forms in the database directly.
The proclamation report which is submitted to the competent state management agency must be printed
out from that database.

b. Access the Medicine Management department’s electronic information page (website), download the
database of the cosmetic product report (Appendix 01-MP), fill all the information into the database
according to the law regulation, save to the electronic device (USB, CD-ROM, etc.). The proclamation
report which is to be submitted to the Government's Management Office must be printed from that
database.

The organization or the individual, whose name is on the cosmetic proclamation, must completely be
responsible for the propriety of content of the cosmetics product proclamation report (signed and sealed
version) compare with the proclamation data (soft version) declared or submitted to the Management
Office.

Article 6: Provisions of the authorization certificate
1. The presenting language must be Vietnamese or English or bilingual Viethamese and English.
2. The authorization certificate must have sufficient the following contents:

a. The producer’'s name and address; in case the delegating party is the owner of product, must clearly
state name and address of the owner of product, and name and address of the producer as well;

b. The name and address of authorized organizations, individuals;

c. The scope of authorization (undersigned on the proclamation and circulation product in Vietnam);
d. The label or name of authorized product;

e. The time-limit of authorization;

f. The commitment of the producer or the owner of product to provide sufficient product information file
(PIF) for organizations or individuals who are responsible for putting product on market;

g. Name, position, and the signature of the delegating party’s representative.
Article 7: Procedure of receiving and solving proclamation dossier

1. The collecting and solving cosmetic product proclamation dossier is packed up into one set, submitted
directly or posted to the following competent state management agency:
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a. Regarding to the export cosmetic: organizations or individuals who are responsible for bringing
product into market apply the cosmetic product proclamation dossier at the Medicine Management
Bureau — the Ministry of Health.

b. Regarding to the cosmetic produced by domestic organizations, individuals: organizations or
individuals who are responsible for putting product on market apply the cosmetic product proclamation
dossier at the Department of Health in which have production factory. The cosmetic products which are
produced, packed from the import semi finished products shall be considered domestic produced
products.

c. Regarding to the cosmetic trading in the scope of industrial trading area of Moc Bai border gate
economic area in Tay Ninh province implement of the proclamation at the Moc Bai border gate
Economical Area Management Board; the cosmetic trading in the scope of Lao Bao special economic -
trade area in Quang Tri province implement of the proclamation at the Economic Area Management
Board of Quang Tri province.

The transporting cosmetic from the industrial trade area of Moc Bai border gate economic area in Tay
Ninh province into other function areas in Moc Bai border gate economic area of Tay Ninh province or
into the domestic market for trading; transporting cosmetic from the Lao Bao special economic -trade
area in Quang Tri province into the domestic market for trading must implement of the proclamation at
the Medicine Management Department— the Health Ministry in accordance with regulations of this
Circular (organizations or individuals, who undersign on the cosmetic proclamation, must have function
to trade on cosmetic in Vietham, and not located in two these areas).

2. Handling the cosmetic product proclamation dossier:

a. Within 03 working days since receiving the regular proclamation dossier and proclamation fee as
provided competent state management agencies are obligated to issue the number of receiving the
cosmetic product proclamation report.

b. In case the proclamation dossier which still does not satisfy provisions of this Circular, within 05
working days since receiving dossier, the dossier receiving agency must announce in writing for
organizations or individuals of contents, which having not satisfied yet, to fix, amend dossier (figuring
out unsatisfied contents in details).

The amending dossier includes:

- A document explains amending and supplementing of the organization or the individual whose name is
on the cosmetic proclamation;

- The cosmetic product proclamation report with the proclamation data (soft copy of the proclamation
report) or other amended and supplemented documents;

Within 05 working days since receiving the supplementing dossier satisfying the regulations in this
circular, competent state management agencies are obligated to issue the receipt number of the product
proclamation report.

In case the amending and supplementing dossier does not satisfy this circular's regulation, within 05
working days since receiving the supplementing dossier, the dossier receiving agency must announce
organizations or individuals in a text document of not issuing the receipt number of the product
proclamation report.

¢. Within 03 months since the announcement document is issued as provided at point b of this clause; if
competent state management agency still does not receive any supplementing dossier from
organizations or individuals whose name are on the cosmetic proclamation, the proclamation dossier
shall be invalid. In this case, if organizations or individuals want to continue the proclamation, they must
submit a new dossier and pay a new fee according to the regulations.

Article 8: The regulation on writing the receipt number of cosmetic product proclamation report

The receipt number of cosmetic product proclamation report is regulated as follows: issued order
number + forward slash + issued year (two end numbers) + forward slash + CBMP + hyphen +
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abbreviated name notation of province, city, the Economical Area Management Board or the Medicine
Management Department (QLD) in accordance with Appendix 04-MP.

For example, 135/11/CBMP-HN means that the receipt number of cosmetic product proclamation report
is 135 and issued in 2011 by Hanoi Medicine Department.

Article 9: The change of proclaimed contents

Regarding to cosmetic products have already been declared and issued the receipt number of cosmetic
product proclamation report, when have any change of content provided at Appendix 05-MP,
organizations or individuals who are responsible for putting product on the market must establish a
document to suggest supplementing (regarding to content which don’t need make a new proclamation),
attached with data related to the supplementing content and must be permitted in writing by competent
state agency or implement a new proclamation in regard to the regulation (regarding to contents need
make a new proclamation).

Article 10: The effect time of the receipt number of cosmetic product proclamation report

The receipt number of cosmetic product proclamation report shall be valid for 05 years since issuing
day. After 05-year-expiry, if organizations or individuals want to continue selling product in the market,
they must make a proclamation again before the expiry of the receipt number of cosmetic product
proclamation report and pay a regulated cost fee.

Chapter I
COSMETIC PRODUCT INFORMATION DOSSIER
Article 11: The general regulation of cosmetic product information dossier

Every cosmetic product must get a Product Information File (PIF) when delivered to the market in
accordance with ASEAN’s instruction which is saved at the address of organizations or individuals who
are responsible for putting the product on the market.

Article 12: The Content of the Product Information File

1. The Product Information File involves of the following 04 parts:

a. Part 1: Administrative documents and a summary of product;

b. Part 2: Material quality;

c. Part 3: Product quality;

d. Part 4: Safety and efficiency.

The details of the product information file are regulated in Appendix 07-MP.

2. Part 1 of the Product Information File must immediately be presented to the agency of Consideration,
Investigation when required; others, if inefficiently, must be presented within 15-60 days since the
consideration day in regard to the Functional agency’s request.

Chapter IV
COSMETIC PRODUCT SAFETY REQUIREMENTS
Article 13: The cosmetic safety requirements

The organization or the individual which delivers the product to the market must guarantee that its
product shall be harmless for people’s health when exerted in normal or appropriate conditions
instructed, propriety for the composed form, information on the label, instruction, special carefulness,
and else which are supplied by the producer or the owner.

The producer or the owner must evaluate the safety property of every cosmetic product in accordance
with the ASEAN safety property norm. The heavy metal limit and the microorganisms in the cosmetic
must satisfy the ASEAN’s requirements regulated in Appendix No 06-MP. The cosmetic Ingredients
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must satisfy the Appendix requirements (Annexes) — new version of the ASEAN Cosmetic Treaty
(website: www.dav.gov.vn or www.aseansec.org).

Article 14: The prohibited Ingredients, the regulated Ingredients of concentration, content and
use condition limit in the cosmetic product formula

Organizations or individuals are not banned to deliver the cosmetic product which is composed with:
1. Prohibited substances in the cosmetic with conditions followed from Appendix Il (Annex II).

2. Listed Ingredients in part | from Appendix 1l (Annex IlI), with the concentration, the content exceeds
the permissible limit or condition.

3. Other color substances listed in Appendix IV (Annex IV), part 1, except the cosmetic which is used for
dying hair.

4. Color substances listed in Appendix IV (Annex IV), part 1, is exerted outside mentioned conditions.
5. Maintenance substances outside the section of Appendix VI (Annex VI), part 1.

6. Maintenance substances listed in Appendix VI (Annex VI), part 1, with the concentration, the content
exceeds the permissible limit or condition, except these which are used in special purposes unrelated to
the maintenance substances effect.

7. Substances for filtering the ultraviolet ray which is not involved in the section from Appendix VII
(Annex VII), part 1.

8. Substances for filtering the ultraviolet ray in Appendix VIl (Annex Il), the content exceeds the
permissible limit or condition.

The present substances referred in Appendix Il (Annex Il) with the mark content is still acceptable if it is
unavoidable technical errors in “perfecting that cosmetic product” and still satisfies the product safety
requirements in the article 13 of this circular

Article 15: Cosmetic products contain the following Ingredients are still allowed to be putting on
the market

1. Ingredients or materials listed in Appendix Il (Annex lIll), part 2, in mentioned limits and conditions
until the marked schedule in (g) column of this Appendix.

2. Color substances listed in Appendix IV, part 2, in mentioned limits and conditions until the marked
schedule in this Appendix.

3. Maintenance substances listed in Appendix 2, part 2, in the permissible limit and condition, until the
day which is mention in (f) column from this Appendix. However, some Ingredients in this amount can be
applied to other contents in specific purposes and presented fully in the product display form.

4. Substances for filtering the ultraviolet ray is regulated in part 2 of Appendix VII (Annex VII), in the
permissible limit and condition, until the mentioned day in column (f) of this Appendix.

Regulation about using substances which are involved in Appendix (Annexes) above can be adjusted in
accordance with the ASEAN Cosmetic Associate’s decision. This regulation shall automatically update
and come valid in Vietnam.

Chapter V
WRITINGS ON THE COSMETIC LABEL
Article 16: The label location

1. The cosmetic label must be glue on the commaodity, package of commercial article on a location which
is easy be seen of full regulated contents without disconnecting details or parts of the commaodity.

2. In case, the outward package is not permitted or impossible to open, there must be the label with the
required information on the package.

Article 17: The size, the appearance, and the content of label
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1. The organization or the individual who are responsible for putting products on the market may identify
the size of cosmetic product label but must assure that the information writing on the label must be
readable by the ordinary eyes. The content of the label or the auxiliary label (if any) must be honest,
clear, accurate, and reflect of exact product’s quality.

2. The color of letter, numeral, drawing, sign, symbol which are displayed on the label must be clear.
The color of letter and numeral must have contrast to the colored background of the label.

Article 18: The content required to write on the label

1. The cosmetic product’s label must be suitable for requirements for the cosmetic label writing set by
The ASEAN. The following contents must be presented on the label:

a. The product’'s name and function, unless the presented form of product has been displayed clearly the
product’s function;

b. The usage instruction, unless the presented form clearly been displayed the product’s using manner;

c. The full formula ingredients: must write clearly ingredients according to the international nomenclature
regulated for latest printed forms mentioned at point c, clause 1, Article 5 of this Circular
(unnecessary to write the percent rate of ingredients);

d. The country where the product was made;

e. The name and the address of organizations or individuals who are responsible for putting products on
market (written fully in Vietnamese according to the business registration certificate or the investment
permission certificate);

e. Quantification is presented with weight or volume, in regard to the meter system or the meter system
and the British system;

f. The manufacture lot number;

g. The manufacture day or the expiry must be clearly presented (i.e.: day/month/year). The date writing
way must clearly be presented and involved of month/year or day/month/year in right order. The “expiry”
or “the best using before date” can be exerted, if necessary, can add the instructed condition needs
obey to make sure of the product’s stability.

Referring to products with the stability below 30 months, the writing of expiry day is compulsory;

h. Warning about safety for usage; especially, warnings in the “usage condition and required alarms are
compelled to be printed the product’s label” column is referred in Appendices of ASEAN Cosmetic
Treaty; these alarms are compelled to be printed on the label.

2. In case, the size, the form, or the package material can not be fully printed information which is
regulated in charter 1 of this Circular on the original label, these required contents have to be printed on
the auxiliary label attached with the cosmetic product and on the original label must figure out the
position in which these contents are printed.

The following information is compelled to be printed on the original label of product’s the direct packing:
a. The product’s name;

b. The product lot number.

Article 19: The presented language on the cosmetic label

Contents regulated in the article 18 from this Circular must be written in English or Vietnamese;
specifically, information in part b, e, and h in clause 1 of the Article 18 must be written in Vietnamese.

Article 20: The other information is presented on the cosmetic label

The organization or the individual is allowed to write other contents on the label. The added information
is not opposite to the law regulation and must guarantee the honesty, the accuracy, the true reflection of
the product’s quality without causing the imperative content on the cosmetic label hidden and deviated.
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Chapter VI
COSMETIC ADVERTISING
Article 21: The regulation on advertising cosmetic

1. The cosmetic advertising is implemented on the public device for such is the television, the radio, the
electronic information pages (id: internet, website), book, newspaper, magazine, pamphlet, pano, poster,
air body, water body, or the other advertising means which are implemented or supported or authorized
by the cosmetic enterprise organization as well as the seminar, the information, the product introduction
activities.

2. Organizations are allowed to advertise or organize the seminar and the cosmetic product introduction
event when have the receipt of permission file of advertising, operation seminar, cosmetic introduction
event according to the law regulations.

3. The cosmetic advertising content must be appropriate to evident materials which affirm the safety and
the efficiency of the cosmetic and be obedient to the ASEAN'’s instruction of declaring quality of the
cosmetic product.

Article 22: The content of cosmetic advertising, seminar, and cosmetic introduction event

The content of cosmetic advertising, seminar, and cosmetic introduction event must be enough the
following information:

1. The cosmetic’ name;

2. The quality, the efficiency (list the cosmetic’ functions, essential effects if not presented on the
product’s name);

3. The name and the address of the organization or the individual who is responsible for putting product
on the market;

4. The warning of use (if any).
Article 23: The cosmetic advertising on the television, the radio device

If the cosmetic advertising is implemented on the television or the radio, clauses 1, 3, 4 in the Article 22
must be read loudly clearly. In case, presenting words on the screen, contents above must be shown
with appropriately transmitted and the advertising letters’ size must be big enough in order to sure clear,
readable content.

Article 24: The advertising on newspaper or pamphlet

If the advertising is on newspaper or pamphlet, the ending part of the first page of advertisement
document must print: (a) the advertising registration file receipt No of the Health Service; (b)
day...month...year... of receiving the regular file printed on the file receipt.

Article 25: The registration dossier of cosmetic advertising, seminar organization, cosmetic
introduction event

1. The registration dossiers of cosmetic advertising, seminar organization, and cosmetic introduction
event are inclusive of the following documents:

a. The registration applying of cosmetic advertising, seminar organization, and cosmetic introduction
event (Appendix 10-MP);

b. The copy of the issued cosmetic product proclamation report (sealed by organization or individual who
registers to advertise);

c. The copy of the business registration certificate of organization or individual who registers to advertise
(sealed by organization or individual who registers to advertise);

d. The authorization letter of organization or individual who proclaims cosmetic for organization or
individual who registers for advertisement, cosmetic introduction event, seminar operation (in case,
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organization or the individual who registers for advertisement, cosmetic introduction event, seminar
operation is not organization or individual who proclaims cosmetic);

e. The subtitles materials of the product’s properties and utilities in case the advertised content and the
presented content at the seminar or the cosmetic introduction event show the cosmetic’s properties and
utilities which are outside the presented content in the cosmetic product proclamation report;

f. 02 advertisement scenarios (scenario must clearly describe the picture, callouts and music which are
going to be put into the advertisement) or 02 advertising models which are going to be published
(applied to the cosmetic advertisement registration file) or documents intend to show, publish in the
seminar, cosmetic introduction event (applied to the cosmetic introduction event, seminar operation
registration file). The file must get the joint pages stamp of organization or the individual who registers
for advertisement, cosmetic introduction event, and seminar operation.

2. The manner to set up registration file for cosmetic advertising, cosmetic introduction event, seminar
operation:

a. The cosmetic advertising registration file can be established for one or many products, which are
advertised in many different public information means.

The cosmetic advertisement or the advertising sceneries can be set up for one or many different
products.

b. The cosmetic introduction event, seminar operation registration file can be set up for one or many
products, operated at one or many locations in cities or provinces.

Article 26: The authority of receiving and handling registration file of cosmetic advertising,
cosmetic introduction event, and seminar organization

1. Before advertising of cosmetic, organizations, individuals have to send 01 set of cosmetic
advertisement registration file according to the current provisions to the Health Department of place
where the main office of organizations, individual proclaiming cosmetic products is located. The file
envelop must clearly be written on with “the cosmetic advertising registration file”.

2. Before operating seminar, cosmetic introduction event, organizations, individuals have to send 01 set
of applying file according to the current provisions to the Health Department of location where operate
seminar, cosmetic introduction event. The file envelop must clearly be written on with “the seminar,
cosmetic introduction event operation registration file”.

3. The Health Departments of centrally-affiliated cities and provinces (except advertising forms which are
implemented according to the February 28, 2007 Joint Circular No 06/2007/TTLT/BVHTT-BYT-BXD of
the Ministry of Culture and Information, the Ministry of Health, the Ministry of Agricultural and Rural
Development, the Ministry of Construction on guiding the one-stop shop procedures for the grant of
advertisement permits) receive and solve the registration dossier of cosmetic advertising, cosmetic
seminar organization, and cosmetic introduction event.

Article 27: The order and procedure of issuing the registration dossier receipt of cosmetic
advertising, seminar organization, and cosmetic introduction event

1. After receiving the registration file of cosmetic advertising seminar organization and cosmetic
introduction event which are regular in accordance with provisions of this Circular and the fee as current
provisions, the Health Department sends to file applying organizations the receipt of cosmetic
advertising seminar organization and cosmetic introduction event registration file (Appendix 11-MP) with
the advertising pattern or the sceneries meet requirements (applied to the cosmetic advertising
registration file). The date printed on the file receipt is the date when the Health department has received
the full regular file. After 10 working days, since the day of received file, if the Health department does
not require any amending or supplementing in writing, those organizations shall be permitted to make
advertisement, operate seminar, cosmetic introduction event in regard to the registered content.

2. In case the file is irregular to this Circular's provisions, the Health department shall notify the
organization with an announcement in writing to supplement, complete the dossier.
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a. In the announcement, must be stated clearly, in detailing of amending and supplementing documents
and contents.

b. The organization has to amend and supplement according to the mentioned contents in the required
amending and supplementing document and send back to the Health department. When the
organization has yet supplemented the file fully, the Health department shall send a file receipt, the date
printed on the file receipt is the date when Health department has received the full supplemented file.
After 10 working days, since the day of receiving the supplemented advertisement content, if the Health
department does not send out a amending and supplementing requirement in writing, the organization
shall be permitted to advertise, operate seminar, cosmetic introduce event in regard to the amended
content.

c. In case, the supplemented file cannot rightly satisfy the referred contents in the amending and
supplementing document, the Health department shall notify to the organization not to advertise, operate
seminar, cosmetic introduce event as registered contents. Therefore, if the organization wants to
continue to advertise, operate seminar, cosmetic introduce event, have to apply the file again, order of
the file registration and consideration shall be implemented from the beginning and pay the fee as
provided.

d. In 02 months, since the Health department sends a document on contents need be supplemented to
the file applying organization, if the Health department does not receive any document attached with the
supplementing file, the registration file of advertisement, seminar, cosmetic introduce event operation
shall be invalid.

Article 28: The advertising information content evaluating fee

1. The cosmetic advertising content evaluating fee of an applying file collect/pay according to the current
provisions which is calculated upon the products in 01 cosmetic product proclamation report issued the
receipt number (independent from public telecommunication devices used for advertisement).

2. The cosmetic introduction event, seminar operation file evaluating fee (the advertising information
content evaluating fee) collect/pay according to the current provisions which is calculated upon the
products in 01 cosmetic product proclamation report issued the receipt number (independent from the
number of cosmetic introduction event, seminar operation times).

Article 29: The cosmetic advertising in other local areas

After receiving the file receipt of cosmetic advertising registering, if the organization wants to advertise
on other advertising devices under local authorities of places different from the place where send
advertisement registration file, must send an announcement in writing with the notarized copy of the
regular cosmetic registration file receipt and all registered equivalent advertising content (the advertising
sceneries or the advertising pattern) to the Local Health department where the advertising is going to be
put into process before advertisement implementation at least 03 working days.

Article 30: Changing and supplementing the content of advertising, seminar organization, and
cosmetic introduction event

1. The organization who registers advertising, seminar, cosmetic introducing event operation must
submit a supplementation registration file to the Health department where issues the file receipt when
change one of the following contents:

a. Name, address of organization or individual who are responsible for putting product on the market
without changing the business registration certificate number or the investment certificate number;

b. Name, address of organization who registers advertising, seminar, cosmetic introduction event
operation without changing the business registration certificate number or the investment certificate
number;

c. Location and formal time of seminar, cosmetic introduction event operation compared to the
registered estimation.

2. The supplementing file involves: the suggesting document for changing and supplementing, as well as
documents in related to changing and supplementing content.
//
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3. Other changes or supplementations out of contents referred at charter 1 of this Article, the
organization who registers advertising, seminar, cosmetic introduction event operation must implement
new registration as prescribed.

4. The Health department is obligated to deal supplementing files in 10 working days, since receiving
enough regular file.

Article 31: The invalid cases of cosmetic advertising content, seminar organization content, and
cosmetic introduction event

1. The content of cosmetic advertising, seminar organization, and cosmetic introduction event is invalid
in the following cases:

a. The Cosmetic which has circulation registration number, cosmetic quality standard proclamation
receipt number, cosmetic product proclamation receipt number is invalid.

b. The cosmetic which is recommended not to be consumed or is withdrew by the state authority
management agency.

c. There are changes about the information affecting the safety and quality of cosmetic.

2. The organization that has advertising content, seminar organization content, and cosmetic
introduction event be invalid, is compelled to communicate with related agencies, the advertisement
publisher in order to stop publishing the cosmetic advertising information.

Chapter VI
EXPORT OR IMPORT OF COSMETIC
Article 32: Export of cosmetic

Export of cosmetic must be implemented at the Customs agency in accordance with the current law
regulation and the import country’s requirements.

Article 33: The file, procedure of issuing the Certificate of Free Sale (CFS) in regard to the
cosmetic which has been domestic produced for export

1. The CFS issuing request file includes:

a. The CFS issuing request applying (Appendix IV of the February 10, 2010 Decision No 10/2010/QD-
TTg of the Prime Minister, on providing the certificate of free sale for the export or import commodities,
products) must be fully regularly enumerated;

b. The copy of the cosmetic product proclamation report has been issued the receipt No (the copy
sealed by trader who suggest for the CFS granting).

2. The issuing of the Certificate of Free Sale (CFS) for cosmetics which are domestic produced for
export must be implemented according to regulations in Chapter Il of the February 10, 2010 Decision No
10/2010/QD-TTg of the Prime Minister, providing the certificate of free sale for export or import
commodities, products; moreover:

a. The domestic cosmetic for export purpose is issued the CFS when it is issued the cosmetic product
proclamation receipt number by competent state management agency.

b. The export trader must register the trader file at the Health department where have cosmetic
manufacturing plant and make CFS issuing procedure for export cosmetic goods.

c. Every CFS is issued for 01 or many products (CFS pattern in regard to Appendix 12-MP) and become
effective in next 02 years since issued day.

3. The cost or the fee for the CFS issuing is implemented according to the current regulation (The cost
or the fee for the CFS issuing is calculated on product in 01 cosmetic product proclamation report with
issued receipt number).
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4. The Health department in central-affiliated cities and provinces are competent agencies in issuing and
managing CFS of export cosmetics which are manufactured in that area (where the manufacturing plant
is placed).

Article 34: The file, the procedure of issuing the certificate of organization satisfying principles
and norms of the “cosmetic good manufacture practice” of the ASEAN Association (CGMP-
ASEAN), which serves for the export demand

1. The manufacturing organization which has demand to be issued the certificate of organization
satisfying principles and norms of the “cosmetic good manufacture practice” of the ASEAN Association
(CGMP- ASEAN), which serves for the export demand, sends the consideration registration file to the
Medicine Management department — the Health Ministry. The file is inclusive of:

a. The consideration registration applying of “cosmetic good manufacture practice” (Appendix No 13-
MP);

b. The copy of Business Registration Certificate of the Investment license;

c. The organization chart and human of organization (the organization chart must clearly presents
the name, job title, technical, professional level of officers who are in charge of parts), the working
process and experiences in the assigned fields of the officers who are in charge of parts
(manufacture, quality check, quality guarantee, storehouse);

d. The training program, assessment results of training the “cosmetic good manufacture practice” at
organization;

e. The location chart and design of factory (includes: the general background chart, the worker’'s way
chart, way chart of material, package, semi-finished product, finished product, waste-treating system
chart);

f. The list of factory’s current equipments (involves manufacturing equipments and cosmetic quality-
checking equipments) has to clearly states name, manufacture year, manufacture country and situation
of equipment);

g. The list of goods which are being manufactured or estimated produced (state clearly the product
form);

h. The self-investigation minutes of “the cosmetic good manufacturing practice” (the self-investigation
minutes must clearly states investigation time, element of self-investigation delegation, self-investigation
purpose, self-investigation results and time proposals and contemporary problem-solving means).

2. The authority of receiving and handling file:

The Medicine Management department — the Ministry of Health is obligated to consider files, plan and
make decision to establish investigation delegation, inform to organization at least 10 days before
implementing investigation.

3. The certificate of organization satisfying principles and norms of the “cosmetic good manufacture
practice” is valid in 03 years since the issuing day.

4. The manufacture organization (the GMP registration organization for short) must pay the fee for
evaluating of cosmetic manufacture standards and conditions, in accordance with the current
regulations.

Article 35: Import of cosmetic

1. Cosmetic products which have been issued the valid cosmetic product proclamation receipt number
by the Medicine Management department — the Health Ministry, permitted to import in Vietnam. The
import procedure is implemented at the Customs agency according to the current regulations. When
implementing the import procedure, enterprise presents to the Customs agency the cosmetic product
proclamation report which has been issued the receipt humber by the Medicine Management
department — the Health Ministry.



2. Import of cosmetic in some special situations (not obligated to implement the cosmetic product
proclamation according to this Circular’s regulation);

a. Organization or individual who imports cosmetic in order to study and experiment must send the
cosmetic import bill used for studying and experiment to the Medicine Management department — the
Ministry of Health (Appendix No 14-MP). The maximum amount for each product is 10 patterns.

The cosmetic import bill which is used for studying and experiment is made into 03 versions. After
approved, 02 versions are saved at the Medicine Management department, 01 version is sent back to
the organization. The version which is sent back to the organization shall be sealed with “the version for
sending to enterprise” in order to present to the customs agency when make customs clearance
procedure.

The cosmetic products which are imported for studying, experiment have to be used in the right purpose
and not to permit to put on the market.

b. The organizations, individuals who receive cosmetic as gifts must implement the import procedure at
the customs agency as the regulations. The overall value of each gift receiving time is not to exceed the
cargo quantum which is exempted of the imposed tax in the current regulations.

The import cosmetic patterns such as gifts shall be not permitted to put on the market.

c¢. The organizations, individuals who imports cosmetic for displaying at fair, gallery and other temporary
import for re-export situations must implement procedure of applying for temporary import for re-export
license of the Ministry of Industry and Trade in accordance with the current regulations.

Chapter VIII
COSMETIC SAMPLING FOR THE QUALITY CHECK
Article 36. The principle of sampling

1. Cosmetic sampling for quality checking or supervision must follow the principle of sampling random
pattern and take pattern at different positions of the product lot.

2. The amount of pattern which is necessary to collect for analysis and archives basing on the checking
requirement, quality standard, test method, but at least enough for the three-time-analysis or enough for
implementation experiment which guarantee result accurate and trustworthy.

3. The pattern for analysis and archives must be put into the cover, tightly soldered, and labeled. The
label of thing cover pattern must clearly state the product’'s name, the name of the organization or the
individual responsible for putting product on market, the lot number, the expiry of using, place of
sampling, and date of sampling.

4. Make the minutes of cosmetic sampling in accordance with Appendix 09-MP : The cosmetic sampling
minutes must clearly state the product’s name, the manufacture lot number, date of sampling, place of
sampling, records of abnormal in sampling process, the signature and name of sampling person, the
sampled organization’s representative, the seer (if necessary). The minutes is made into 03 versions :
One version saved at organization of collecting pattern, one version saved at the consideration agency,
one version saved at the cosmetic quality checking management agency.

Article 37. The rights and obligations of sampling officer

1. Presenting the card of investigator or the quality controller or the introduction letter or decision on
establishing the check delegation signed by the head of the cosmetic quality inspection agency when
implementing his duty.

2. Asking organization having the pattern to present dossiers or the materials related to source, quantity,
quality of the sampling cosmetic lot; giving out the method of sampling, quantity of patterns for analysis
and archives samples from the cosmetic lot in the sampling process.

3. Checking and sampling any pattern packaged from the cosmetic lot when have any suspicion of
product’s quality and safety.
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4. Being responsible for the technical manipulation, the legal procedure in the process of sampling,
transportation and transfer samples to the analyze agency.

Article 38. The transportation and transfer samples

1. After finishing the sampling, the sampling officer must send samples with the cosmetic sampling
minutes attached and hand over to the analyze agency. In special cases, the sample can be posted to
the analyze agency.

2. The cosmetic samples must be packed up inside the appropriate cover and transported by the
suitable means to make sure that the samples are maintained in accordance with the regulation, avoid
spoiling, damage during transportation process.

Article 39: The conclusion of the cosmetic samples quality checking

1. The cosmetic samples which are collected by the quality checking authority state agency guarantee
the representative property for the whole cosmetic lot and are implemented to analyze in the recognized
laboratories; for which the conclusion of the quality checking result shall be legal valid regard to the
whole product lot.

2. All cosmetic samples which are sent to the quality checking state agency by organizations or
individuals in order to analyze the quality; for which the checking result shall be just legal valid regard to
the sent samples.

Article 40: The sampling and analyzing fee for the cosmetic quality check

1. The cosmetic sampling fee and the cosmetic sample analyzing cost for the cosmetic quality check in
manufacturing, composing, and putting on the market will be paid by the quality checking agency who
decides on sampling and analyzing sample in accordance with the regulation of the March 3, 2010 Joint-
Circular No 28/2010/TTLT-BTC-BKHCN by the Joint-Ministries of Finance, Science, and Technology, on
guiding budget management and spending in relation to state checking operation of the commodity
product quality.

2. In case, the analyzed sample is unsatisfied the quality standard which concluded by the cosmetic
quality checking agency, organizations, individual who are responsible for putting the product on the
market must pay for the whole fee of collecting pattern, analyzing cosmetic pattern to the quality
checking agency in accordance with Article 10, Article 12, Article 14, Article 16, and Article 41 of the
Product Quality Law in 2007, the March 3, 2010 Joint-Circular No 28/2010/TTLT-BTC-BKHCN of the
Joint-Ministries of Finance, Science, and Technology on guiding budget management and spending in
relation to state checking operation of the commaodity product quality, and related law documents.

3. In case, the cosmetic is complained and accused of the quality; however, the quality checking agency
conclusive that the complaint, accusation of product quality are not right, the person, who complaint,
accuse, must pay for the whole fee of sampling, analyzing cosmetic sample to the quality checking
agency regulated in charter 1 of this Article.

4. The cosmetic sampling payment for quality checking, the cosmetic sample analyzing payment are
organized in the operation budget estimate of the cosmetic quality checking state agency, according to
the regulations in the March 3, 2010 Joint-Circular No 28/2010/TTLT-BTC-BKHCN of the Joint-Ministries
of Finance, Science, and Technology on guiding budget management and spending in relation to state
checking operation of the commaodity product quality, and related law documents.

Chapter IX

CHECKING, INVESTIGATING, AND HANDLING OF VIOLATIONS
Article 41: The state checking on the cosmetic quality

1. The cosmetic quality checking agency:

a) The Cosmetic Quality Checking Central agency is the Medicine Management department — the
Ministry of Health. The Medicine Management department directs the checking-system in the whole
country. In the cosmetic quality checking state activities, the Medicine Management department
coordinates with the inspector of the Health Ministry, the Medicine Analyzing Central Institute, the
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Medicine Analyzing Institute of Ho Chi Minh City, Medicine departments of centrally-affiliated cities and
provinces in order to carry out and supervise the post-sale promotion activities regard to the cosmetic
products.

On the cosmetic analyzing result of the analyzing state agencies, the Medicine Management department
— the Ministry of Health is the agency who conclusive cosmetic quality in limit of whole country.

b. The local cosmetic quality-checking agency is the Health department of centrally-affiliated cities and
provinces. The Health departments of centrally-affiliated cities and provinces organize to carry out the
post-sale promotion activities on the domestic cosmetic, the import cosmetic which is delivered in their
area, and handle problems in relation to the cosmetic quality according to the law regulations; follow and
statistic of the cosmetic quality management situation in their localities; conclude the cosmetic quality on
the cosmetic-analyzing result of the cosmetic quality analyzing state agency in their localities.

2. The cosmetic analyzing state system involves:

a. In the Central: The Central Medicine-Analyzing Institute, the Medicine-Analyzing Institute of Ho Chi
Minh City.

b. In the Locality: The Medicine and Cosmetic Analyzing Centers in centrally-affiliated cities and
provinces.

3. The Heads of cosmetic quality analyzing state agencies are responsible for the conclusion of
cosmetic quality-checking result before the law.

Article 42: The checking and inspecting form

1. The scheduled check and inspection: The scheduled check and inspection shall be warned for the
checked organization in order to prepare being inspected before implementing of checking, inspecting
activities.

2. The sudden check and inspection: The sudden check and inspection shall be made when discovering
the products which are unqualified product, don’t obey provisions of putting on the market, or because of
the customer’'s complaints. In urgent cases, the authority agencies have the right of check and
inspection without warning.

Article 43: The content of checking and inspecting
1. Checking and inspecting the obedience of laws on the cosmetic production and the trading:

a. The obedience of principles and standards of “cosmetic good manufacturing practice” of the Asian
Southeast Association Nations (CGMP-ASEAN) or equivalence which are admitted by the ASEAN
Cosmetic Association;

b. The label writing;
c. The Product Information File (PIF) regulated by the ASEAN;
d. The cosmetic advertising.

2. The check and the inspection of solving the dispute, the complaint, the denouncement on the quality
and other contents related to the cosmetic (if any).

3. The check and the inspection of implementing announcement of confiscation the cosmetic in regard to
the regulation (if any).

Article 44: The priority order in checking and supervising the post sale-promotion

The check and the inspection of the cosmetic post sale-promotion need to get together at the import,
delivery, manufacturing organizations. The priority in checking and supervising the cosmetic post-
promotion is dependent on the product’s kind, origin source, label, company’s brand name, formula
Ingredients according to the ASEAN's instruction on checking and supervising the post sale-promotion
(Appendix No 08-MP).

Article 45: Suspending the cosmetic circulation and confiscation



1. The cosmetic which is suspended circulation and confiscated when one in two following situations
happens:

a. The cosmetic which is put into the market has not yet been issued with a cosmetic proclamation
receipt No by the Government’s Authority Office;

b. The cosmetic which is unqualified or unsafe for the consumer;
c. The delivered cosmetic gets the formula which is written not exact as the proclaimed one in the file.

d. The cosmetic which contains the prohibited substance, or the concentration, the content exceeds the
permissible level;

dd. The circulation of cosmetic which gets a inappropriate usage label compared to the proclamation file
or is unsatisfying the regulation in writing on the label of this Circular; dependent on the level of violation,
the product can be suspended of circulation and confiscated;

e. The circulation of cosmetic is produced at a factory which is unsatisfying the regulation, “cosmetic
good manufacturing practice” standard of the Asian Southeast Association Nations (CGMP-ASEAN) or
the ASEAN Cosmetic Association equivalent admits; dependent on the level of violation, the product can
be suspended of deliver and confiscated.

f. The expired or over-expired cosmetic in accordance with the producer’s warning;
g. The false, illicitness-imported, unclear-sourced, origin, and imperfection-packaged product;

h. The cosmetic is voluntarily confiscated in written by organization or individual who is responsible for
putting it on the market.

2. The authority of making decisions to confiscate the cosmetic:

a. The Medicine Management Department — the Ministry of Health gives out a decision to confiscate the
cosmetic from the whole country.

b. The Provincial or Central Cities Health Service, the Management Board of the Moc Bai Entry
Economical Area (Tay Ninh Province) or the Management Board of the Economical Area, in Quang Tri
Province implement the Medicine Management department — the Ministry of Health’s announcement of
confiscating the law-breaking cosmetic in accordance with the law regulation in the region and report to
the Medicine Management department.

Article 46: Confiscating the cosmetic product proclamation receipt number
1. The cosmetic product proclamation receipt number is confiscated in one of the following situations:

a. The circulated cosmetic gets two unqualified lots which are concluded by the Government's Cosmetic
Quality Management Office;

b. The circulated cosmetic gets the formula which is not exact as the proclaimed one in the file;
c. The circulated cosmetic gets the label in which the origin and the source are written erroneously;

d. The circulated cosmetic gets the label in which the cosmetic existing properties are written
erroneously;

e. The cosmetic unsafe for the consumer;

f. The cosmetic which contains the prohibited substance, or the concentration, the content exceeds the
permissible level;

g. The cosmetic which is concluded of breaking the intellectual ownership right or falsifying another
delivery-permissible product’s label.

h. The product which is prohibited in the current country;

i. The organizations or the individuals who put the cosmetic to the market gives out a request document
of confiscating the cosmetic product proclamation receipt No;
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j- No Product Information File (PIF) for presenting to the Authority Office in accordance with the Article
12 of this Circular;

k. Forging the document, using fake seal or forging the signature, the seal of the Authority Office of
Vietnam or foreign country, of the manufacturer or the product owner;

I. Dishonest declaring about contents referred in the cosmetic proclamation receipt.
2. The authority of giving out a decision to confiscate the cosmetic product receipt number:

a. The Medicine Management department — the Ministry of Health make decision to confiscate the
domestics-manufactured product proclamation receipt Number issued by the Medicine Management
department before April 25, 2009, for the imported products in the whole country.

b. The Provincial and Central Cities Service of Health make decision to confiscate the local
manufactured product proclamation receipt number issued by their organization.

c. The Management Department of the Moc Bai Entry Economical Area (Tay Ninh Province), the
Management Department of the Quang Tri Province Economical Area decides to confiscate the local
manufactured product proclamation receipt No issued by their organization.

Article 47: Suspension situations of receiving the cosmetic product proclamation file, the
cosmetic advertising registration file, the seminar organization file, the cosmetic introduction
event

1. The Government’s Management Office shall suspend considering and receiving the cosmetic product
proclamation file in 06 months in regarding to the organizations or the individuals which has one of the
following behaviors:

a. Trading on the illicitly imported cosmetic, the false cosmetic, the unclear-sourced origin cosmetic;

b. Trading on the cosmetic which is not yet issued the cosmetic product proclamation receipt No by state
management authorities;

c. Disobeying the implementation of confiscating the law-breaking cosmetic in accordance with the state
authority office’s announcement;

d. Producing or business cosmetic at a factory which is unsatisfying the regulation, “cosmetic good
manufacturing practice” standard of the Asian Southeast Association Nations (CGMP-ASEAN) or the
ASEAN Cosmetic Association equivalent admits;

e. Producing or business cosmetic which contains the prohibited substance, or the concentration and the
content exceeds the permissible level;

f. Using the cosmetic manufacturing materials which have been declared not to putting on the market by
the manufacturing country;

g. Importing and trading on the cosmetic or the cosmetic product materials which have been declared
not to deliver in the market by the manufacturing country;

h. Manufacturing and trading cosmetic whose formula is not exact as the content in the cosmetic product
proclamation file;

i. Forging the document, using fake seal or forging the signature, the seal of the Authority Office of
Vietnam or foreign country, of the manufacturer or the product owner;

k. Dishonestly confessing about contents referred in the cosmetic proclamation receipt;
I. Owning no Product Information File (PIF) for saving at the enterprise in according to the regulation.

2. The Government’s Management Office shall suspend considering and receiving the registration file of
cosmetic advertisement, seminar, and cosmetic introduction event, in 06 months in regarding to the
organizations or the individuals who has one of the following behaviors:

a. Advertising the cosmetic, holding the cosmetic seminar, and the cosmetic introducing when have not
issued the cosmetic advertising registration file receipt, the cosmetic seminar-holding registration file
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receipt, the cosmetic introducing event registration file receipt by the state competent office according to
the law regulations;

b. Advertising, holding the seminar, and introducing the event of the cosmetic which is not issued with
the cosmetic product proclamation receipt Number;

c. Advertising the cosmetic which is possible to make the consumer misunderstand that the cosmetic is
a tablet; advertising the cosmetic which is used of the title, the symbol, the image, the letter of the
Healthcare organization or the Pharmacy organization of Health officers; advertising the cosmetic on
property and efficiency which are not enough for the scientific base.

3. The state competent office shall consider suspending receiving the cosmetic advertising registration
file, the cosmetic seminar-holding registration file, the cosmetic introducing event registration file from
the organizations or the individuals who do not submit the annual trading manufacturing activity results
report in regard to provisions.

When the suspension time period for considering and collecting the file comes to an end, after the
organization has already overcome all law-breakings and submitted report, the state competent office
shall continue to consider and collecting the cosmetic advertising registration file, the cosmetic seminar-
holding registration file, the cosmetic introducing event registration file of the organization.

Chapter X

THE OBLIGATION OF THE ORGANIZATION, THE INDIVIDUAL WHO MANUFACTURE, TRADE,
AND IMPORT THE COSMETIC AND THE CONSUMER’S RIGHT

Article 48: The obligation of the organization, the individual who manufacture, trade, and import
the cosmetic in order to put on the Vietham market

1. The organization, the individual, who are responsible for putting cosmetic on the market, must be
responsible for all contents declared in the cosmetic product proclamation report, for the safety, the
efficiency, and the quality of the product; as well as guarantee that the circulated products satisfy all
requirements of the ASEAN Cosmetic Treaty and the attached Appendix .

2. The organizations, the individuals who put the cosmetic on the market must be responsible to follow,
to discover, and to confiscate immediately the unqualified cosmetic, as well as implement the
confiscation announcement from the state authority office and inform to the state authority office about
the confiscation; punctually deal with the consumer’'s complaints of the cosmetic’'s quality and
compensate for consumer’s loss in accordance with the regulation; refund to the buyer the produced
cost in the maintenance, transportation, and circulation process.

3. In case finding side-effects which are serious and able to damage the consumer’s life because of the
cosmetic product’s quality, the organizations, the individuals who put the cosmetic on the market must
report to the Medicine Management department — the Health Ministry within 07 days since the day or
receiving the first feedback from this side-effect in accordance with the version at Appendix No 18-MP.
The announcement in detail on this serious side-effect must be sent back to the Medicine Management
department — the Health Ministry within next 08 days.

4. The organizations, the individuals who put the cosmetic on the market must save the Product
Information File (PIF) in at least 03 years since the latest manufacture lot is put on the market and
presented to the checking and inspecting Functional Office when is requested.

5. The organizations which manufacture the cosmetic must deploy to apply and satisfy principles, the
“cosmetic good manufacturing practice” standard of the Asian Southeast Association Nations (CGMP-
ASEAN)

6. The organizations, the individuals who business on the cosmetic must conduct requirements of state
competent offices about checking and inspecting the cosmetic quality, confiscating the violation
cosmetics, and be entitle to complain about the conclusion and the law-breaking judgment form in
accordance with the law regulation on the complaint and the denouncement.

7. The organizations, the individuals who put the cosmetic on the market must obey the Vietnamese
Regulation and Law on the intellectual ownership. When having the conclusion of the state competent
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offices on the intellectual-ownership law-breaking label and industrial-style, The organizations, the
individuals must stop manufacturing, trading, and importing in order to conduct of changing the label and
the industrial style as provided, and be responsible for refunding and resolving all damages (if any).

Article 49: The cosmetic consumer’s right

The consumer has right to be informed about the cosmetic, to complain, to sue, and to ask the cosmetic-
trading organization to refund damage in regard to the law regulation incase of consuming the circulated
cosmetic which is unqualified and unsafe.

Chapter Xl
THE IMPLEMENTING ORGANIZATION
Article 50: The information and the report

1. The Medicine Management department — the Ministry of Health is responsible to update and deploy
regulations related to the ASEAN Cosmetic Treaty in the electronic information page of the Medicine
Management department (website address: www.dav.gov.vn). Frequently popularize the changes on the
technical criterion which have been decided by the ASEAN Cosmetic Association for relative
organizations and cosmetic-trading organizations, as well as collaborate to carry out those changes and
decisions in Vietnam. All decisions of managing the cosmetic which are accepted by the ASEAN
Cosmetic Association are applied in Vietnam.

2. The Medicine Management department, the Provincial and Center Cities department of Health, the
Management Board of Moc Bai Entry Economical Area (Tay Ninh Province), and the Management
Board of Quang Tri Province Economical Area, in accordance with the authority, are obligated to up
cosmetic violation handling results in the electronic information page of the office in order to serve
checking, inspecting, and supervising of after-sale.

3. Periodically annually on June 30 and December 31, the Provincial and Central Cities department of
Health, the Management Board of Moc Bai Entry Economical Area (Tay Ninh Province), and the
Management Board of Quang Tri Province Economical Area send the report of quality management
situation and the cosmetic after-checking work in the local region, report of issuance of the cosmetic
product receipt (Appendix 15-MP) and report of issuance of the registration file receipt of cosmetic
advertising, cosmetic seminar-holding, and cosmetic introducing event (Appendix No 16-MP) to the
Medicine Management department - the Ministry of Health.

4. Periodically annually on January 30, the organization, the individuals who are responsible for putting
the cosmetic on the market must send their previous year business activity result report to the Medicine
Management department — the Ministry of Health and the department of Health (Appendix 17-MP).

Article 51: The forms and the appendixes attached with the Circular

1. The cosmetic product proclamation receipt form: Appendix No 01-MP.

2. The document guides on proclaiming the cosmetic product: Appendix No 02-MP.

3. The ASEAN'’s instruction on proclaiming the cosmetic product’s property: Appendix No 03-MP.

4. The abbreviation treaty of the central province name, city name and some Management Board of
Economical Areas: Appendix 04-MP.

5. The changes after proclaiming the cosmetic product: Appendix No 05-MP.

6. ASEAN'’s regulation on the heavy metal limit and the micro-organism in the cosmetic product:
Appendix No 06-MP.

7. The product information file: Appendix No 07-MP.
8. The document guide of ASEAN on checking the cosmetic post-promotion: Appendix No 08-MP.

9. The cosmetic sampling minute form: Appendix No 09-MP.
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10. The registration dossier receipt form of cosmetic advertising, seminar organization, cosmetic event:
Appendix 10-MP.

11. The registration dossier receipt form of cosmetic advertising, seminar organization, cosmetic event:
Appendix 11-MP.

12. The Certificate of Free Sale (CFS) form: Appendix No 12-MP.

13. The “cosmetic good manufacturing practice” examination registration receipt form: Appendix No 13-
MP.

14. The import order form for studying and testing: Appendix No 14-MP.

15. The report form of the list of cosmetics which have been issued the cosmetic product proclamation
receipt Number: Appendix No 15-MP.

16. The report form of the list of cosmetics which have been issued the registration dossier receipt of
cosmetic advertising, seminar organization, cosmetic event; Appendix No 16-MP.

17. The cosmetic business manufacturing activity result report form: Appendix No 17-MP.
18. The cosmetic disadvantageous side-effects announcement form: Appendix No 18-MP.
Article 52: The transfer regulation:

1. Since the effective day of this Circular, all organizations, individuals who put the cosmetic product on
the Vietnam market must implement the cosmetic product proclamation in regard to the regulation of this
Circular.

2. Regarding to the products which have been declared since March 10, 2008 (in accordance with the
provisions in the Cosmetic Management Regulation promulgated together with the December 31, 2007
Decision No 48/2007/QD-BYT of the Minister of the Ministry of Health) and issued with a valid cosmetic
product proclamation receipt number which satisfies the provisions of this Circular shall be permitted to
continue to manufacture (regarding to the domestic cosmetic), import (regarding to the foreign product)
until the end of limit time of the cosmetic product proclamation receipt.

3. Cosmetic products which put on the market without satisfying the cosmetic product safety requirement
in accordance with the regulation in Chapter IV of this Circular; organizations, individuals who are
responsible for putting the cosmetic on the market must confiscate all products and implement fully
provisions in this Circular.

4. For the cosmetic products, which were putted on the market in the valid period of the permission, if
they satisfy the product safety requirement in regard to the regulations in Chapter 1V of this Circular shall
be still putted on the market until the expiry date of products.

Article 53: The implementation effect
1. This Circular takes effect from April 1, 2011.

2. Canceling the December 31, 2007 Decision No 48/2007/QD-BYT of the Minister of Health on adoption
the Cosmetic Management Regulation, the December 26, 2008 Decision No 40/2008/QD-BYT of the
Minister of Health on devolving the state management on the Vietnam domestic cosmetic, the July 2,
2008 Decision No 22/2008/QD-BYT from the Health Ministry on authorizing the Management Board of
Moc Bai Entry Economical Area, Tay Ninh Province to implement the cosmetic management function;
the September 21, 2010 Decision No 3450/QD-BYT of the Health Ministry on authorizing the
Management Board of Quang Tri Province Economical Area to implement the cosmetic management
function.

3. The Heads of units under the Ministry of Health; the units directly under the Ministry of Health ;
director of Provincial and Central Cities department of Health, and related organizations or
individuals are obligated to fulfill implement this Circular.
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4. During the implementation deploying process; if there are any difficulties or problems, the
organizations, individuals may send report to the Ministry of Health (Medicine Management Department,
138A Giang Vo, Ba Dinh, Ha Noi) for consideration and solution./.

FOR THE MINISTER
DEPUTY MINISTER

Cao Minh Quang
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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
-------- Poc lap - Tw do - Hanh phuc

Sé: 06/2011/TT-BYT Ha Noi, ngay 25 thang 01 nim 2011

THONG TU
QUY PINH VE QUAN LY MY PHAM

Can cir Nghi dinh s6 188/2007/ND-CP ngay 27 thang 12 nam 2007 cua Chinh phi quy dinh
churc nang nhiém vy, quyén han va co cau t6 chire ciia B6 Y té;

Can cir Nghj dinh s6 132/2008/ND-CP ngay 31 thang 12 nam 2008 ciia Chinh phii quy dinh chi
tiét thi hanh mét sé diéu cua Ludt Chdt lwong san phdam, hang hod;

Can cit Nghi dinh s6 24/2003/ND-CP ngay 13 thdang 3 ndm 2003 ciia Chinh phii quy dinh chi
tiét thi hanh Phdp lénh Qudng cdo;

Can cir Nghj dinh s6 89/2006/NP-CP ngay 30 thang 8 nam 2006 ciia Chinh phii quy dinh vé ghi
nhan hang hoa;

Can cir Nghj dinh s6 12/2006/ND-CP ngay 23 thang 01 nam 2006 ciia Chinh phit Quy dinh chi
tiét thi hanh Ludt T hwong mai vé hoat dong mua ban hang hoa qué'c té va cdc hoat dong dai ly
mua, ban, gia cong va qua canh hang hoa voi nudc ngodai;

Can cir Quyét dinh sé 10/2010/0P-TTg ngay 10 thang 02 ndm 2010 ciia Thi twéng Chinh phii
quy dinh Gidy chirng nhdn lwu hanh tw do doi véi san pham, hang hod xudt khau va nhdp khau;
Dé trién khai Hiép dinh hoa hop trong quan 1y my pham da dwoc cdac nuoc thanh vién Hiép hoi
cac nuoc Dong Nam a ky ngay 02 thang 9 nam 2003 (goi tat la Hiép dinh my pham ASEAN),
B4 Y té quy dinh vé qudn Iy my pham nhir sau:

Chuong I
QUY PINH CHUNG
Piéu 1. Pham vi diéu chinh va ddi twong ap dung

1. Thong tu nay quy dinh viéc quan ly cac san pham my pham san Xuat trong nudc, my pham
nhap khau dé luu thong trong pham vi lanh thd Viét Nam, bao gdm: coéng bd san pham m§
pham; ho so thong tin san pham yéu cau vé an toan san pham ghi nhan my pham; quang cao
m¥ pham; xuat khau, nhap khau my pham; lay mau my pham dé klem tra chat luong; kiém tra,
thanh tra va xu 1y vi pham; trach nhiém cua t6 chirc, ca nhan san xuat, budn ban, nhap khau my
pham va quyén cta nguoi tiéu dung.
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2. Thong tu nay &p dung doi voi cac co quan quan ly nha nudc vé my pham, cac to chuc, ca
nhan tién hanh céc hoat dong lién quan dén cong bd san pham my pham, thong tin, quang céo,
xuat khau, nhap khau, san xuat, buén ban sdn pham my pham tai Vié¢t Nam.

Diéu 2. Giai thich thuit ngir
Trong Thong tu nay cac tir ngit dudi day duoc hiéu nhu sau:

1. San phdm my phdm 13 mot chit hay ché pham duoc st dung dé tiép xuc voi nhitng bd phan
bén ngoai co thé con ngudi (da, hé thong 16ng toc, mong tay, mong chan, mdi va co quan sinh
duc ngoai) hodc rang va niém mac miéng v6i muc dich chinh 1a dé 1am sach, 1am thom, thay doi
dién mao, hinh thirc, diéu chinh mui co thé, bao vé co thé hoic giit co thé trong diéu kién tbt.

2. Tén my pham 1a tén dugc dit cho mot san phim my pham, cé thé 1a tén moi tu dat cung voi
thuong hi€u hodc té€n ctia nha san xuat. Céac ky tu cau thanh tén san pham phai 1a cac ky ty c6
goc chir cai Latin.

3. To chirc, ca nhan chiu trach nhiém dwa san pham ra thi truong 1a to chure, cd nhan ding tén
trén ho so cong bd san phdm m¥§ pham va chiu trdch nhi€ém vé san phdm m§ pham do trén thi
truong.

4. So tzep nhdn Phleu cong bé san pham my pham 1a s6 do co quan quan ly nha nudc co thAm
quyén cap khi tiép nhan ho so cong bd san pham my pham. S6 tiép nhan Phiéu cong bd c6 gia
tri chimg nhan san pham my pham da dugce to chuc, ca nhan chiu trach nhiém dua san pham ra
thi truong khai bao véi co quan quan 1y nha nudc cd thim quyén vé viéc my pham sé& duoc luu
thong trén thi truong ma khong c6 gia tri chimg nhén san pham d6 dam béo tinh an toan, hiéu
qua, dap Ung tt ca cac yéu cau cia Hiép dinh my pham ASEAN va cac phu luc (Annexes) kém
theo.

5. Chii 56 hitu san phdam my pham 13 t6 chitc, c4 nhan so hitu cong thic, quy trinh san xuét, tiéu
chuan chat luong san pham.

6. D6 6n dinh ciia san pham 13 kha ning 6n dinh cua san pham khi dugc bao quan trong diéu
kién thich hop van duy tri dugc nhiing tinh nang ban dau ctua nd, dac bi¢t 1a van phai dam bao
duogc cac yéu cau vé tinh an toan.

7. Dinh lwong ciia hang hod 13 lugng my pham duogc thé hién bang khdi lugng tinh hodc thé tich
thuc theo hé mét hoac ca h¢ mét va hé do luong Anh.

8. Nhin my pham 1a ban viét, ban in, ban v&, ban chup cta chit, hinh v&, hinh anh duogc dan, in,
dinh, duc, cham, khac tryc tiép trén hang hod, bao bi thuong pham cua hang hod hoac trén céc
chat liéu khac dugc gan trén hang ho4, bao bi thuong pham cua hang hoa.

9. Ghi nhan my pham 1a thé hién ndi dung co ban, can thiét vé my pham lén nhan dé ngudi ding
nhén biét, lam can cu lya chon va st dung ding; d€ nha san xuat, kinh doanh quang ba cho
hang hoa cua minh va lam can ctr dé cac co quan churc nang thuc hién viéc ki€m tra, ki€ém soat.
10. Nhdn géc 1a nhan thé hién lan dau duoc gin trén bao bi thwong pham ctia my pham.

11. Nhan phu 1a nhén thé hién nhiing noi dung bat budc duogc dich tir nhan gbc cua my pham

bang tiéng nudc ngoai ra tiéng Viét va b6 sung nhimng ndi dung bat budc bang tiéng Viét theo
quy dinh ctia Théng tw ndy ma nhin gbc ciia my pham con thiéu.



12. Bao bi thuong phd')chda my phdomq 1a bao bi chira dung my phémrvé luu thong cung véi my
pham. Bao bi thuong pham ctia m§ pham gom hai loai: Bao bi truc ti€p va bao bi ngoai.

a) Bao bi truc tiép 13 bao bi chtra dyng hang ho4, tiép xuc truc tiép voi hang ho4, tao ra hinh
khoi hodc boc kin theo hinh khoi ciia hang hoa.

b) Bao bi ngoai 14 bao bi dung dé bao gbi mot hodc mot sd don vi hang hoa cé bao bi truc tiép.

13. Luu théng my pham 13 hoat dong trung bay, van chuyén, luu gitr hang hoa trong qua trinh
Mua ban hang hoéa, trir truong hop vén chuyén hang hoa cua té chirc, c4 nhan nhép khiu hang
hoa tir cira khau vé kho luu gii.

14. 86 16 san xudt my phdm 13 ky hiéu bang sé hodc bang chit, hodc két hop ca sd va chir nhﬁm
nhan biét 16 san pham va cho phép truy xét toan bo lai lich cua mét 16 san pham bao gdm tit ca
cac cong doan ctia qué trinh san xuét, kiém tra chéat lugng va phan phdi 16 san pham do.

15. Ngay san xudt my pham 13 mdc thoi gian hoan thanh san xuét, ché bién, dong goi hodc cac
hinh thirc khac dé hoan thién cong doan cudi cung cua 16 san pham.

16. Han dung cua my phcfn? (han su dung) 1a méc thoi gian duogc 4n dinh cho mot 16 my phém
ma sau thoi han nay my pham khong dugc phép luu thong, st dung.

17. Sit dung tot nhat trirde ngay 1a mdc thoi gian ma nha san xuat khuyén ding khi chat lugng
san pham dang dat muc toi uvu.

18. Xuat xur hang hod cua my pham la nudc hodc vung lanh thé noi san xuat ra toan by my
pham hoac noi thyc hién cong doan ché bién co ban cudi cung doi véi my pham trong trudong
hop c6 nhiéu nudc hoac vung lanh tho tham gia vao qua trinh san xuat my pham do.

19. Gidy chitng nhan lwu hanh tr do (CFS - Certificate of Free Sale) 1a glay chimg nhéan do co
quan c6 thdim quyén cua nudce xuat khau cip cho thuong nhén xuat khiau my pham ghi trong
CFS dé chirng nhan rang my pham d6 dugc san xuat va duge phép luu hanh tu do tai nude xuat
khau.

20. Huéng ddn sir dung 1a nhiing thong tin can thiét dé huéng dﬁn cho nguoi sir dung my pham
an toan, hop ly. Huéng dan st dung c6 thé in trén bao bi truc tlep hoac theo dang tai liéu di kem
theo bao bi thuong phdm ctia my pham trong d6 ghi hudng din sir dung va nhiing ndi dung
khac theo quy dinh.

21. Quang cdo my pham 13 cac hoat dong gidi thidu, quang ba my phdm nham thic diy qua
trinh san xuat, ban, sir dung my pham.

22. Hoi thao, sw kién giGi thiéu my phdm 13 hoi nghi dé gidi thiéu hodc thao luan chuyén dé véi
nguoi tieu dung ve cac van dé chuyén sau lién quan dén m¥§ pham.

23. Nguoi quang cdo 1a t6 chirc, c4 nhan c6 nhu ciu quang cdo vé my pham do minh san xuit,
phén phoi.

24. Nguoi phat hanh quang cdo 1a t6 chuc, ca nhan dua san pham quang cao my pham dén
nguoi ti€u dung, bao gdm co quan bao chi, truyén thanh, truyén hinh, nha xuit ban, t6 chire

quan ly mang thong tin may tinh, nguoi t6 chitc chuong trinh van hoa, thé thao, hoi cho, trién
1am va t6 chirc, ca nhan sir dung phuong tién quang céo khéc.



25. Hoi Q’éng my pham ASEAN 1a co quan dai dién cho cac nu6e thanh vién ASEAN de theo
doi, quyét dinh va giai quyét cac tranh chap lién quan dén viéc thuc hién Hi€p dinh my pham
ASEAN.

Chuong 11
CONG BO SAN PHAM MY PHAM
Piéu 3. Quy dinh vé viéc cong bd san phAm my pham

1. Céc t6 chirc, ca nhan chiu trach nhiém dua san pham my pham ra thi truong chi duoc phép
dua my pham ra luu théng khi d3 dugce co quan quan 1y nha nude cd tham quyen cap sb tiép
nhan Phiéu cong bd san pham my pham va phai hoan toan chiu trach nhiém vé€ tinh an toan,
hiéu qua va chét luong san pham. Co quan nha nudc ¢ thdm quyén s& tién hanh kiém tra hiu
mai khi san pham luu thong trén thi truong.

2. L& phi cong bd san phém my phém duogc thuc hién theo quy dinh hién hanh.

3. Tb chtc, ca nhan chiu trach nhiém dua san pham ra luu thong trén thi trudng phai c6 chirc
nang kinh doanh my pham tai Vi¢t Nam.

4. Viéc cénngé tinh nang cua san phé’m my pham (muc dich st dung cua san phém) phai dap
ung hudng dan cia ASEAN vé cong bo tinh nang san pham my pham (Phu luc s6 03-MP).

Picu 4. Ho so cong bo san pham m§y pham
Ho so cong bo san pham my pham bao gom céc tai liu sau:

1. Phiéu cong bd san pham my pham (02 ban) kém theo dit liéu cong bd (ban mém cua Phiéu
cong bd);

2. Ban sao Gidy chtng nhan ding ky kinh doanh cua t chirc, ca nhan chiu trach nhiém dua san
pham ra thi truong (c6 chir ky va dong dau ctia doanh nghiép). Truong hop my pham san xuat
trong nudc ma t6 chirc, c4 nhan chiu trich nhiém dua san pham ra thi truong khong phai la nha
san xuét thi phai c6 ban sao Gidy ching nhan diang ky kinh doanh ciia nha san xut (c6 chiing
thuc hop 1¢);

3. Ban chinh hodc ban sao c6 ching thue hop 16 Gidy Uy quyén ctia nha san xuit hodc cha s
hiru san pham uy quyen cho to chirc, ca nhan chiu trach nhiém dua san pham ra thi truong duoc
phéan ph01 san pham my pham tai Viét Nam (4p dung ddi v6i my pham nhép khau va m§ pham
san xuat trong nudc ma td chirc, ca nhan chiu trach nhiém dua san pham ra thi truong khong
phai 1 nha san xuat). Di v6i san pham nhap khau thi Gidy uy quyén phai 1a ban ¢6 ching thyce
chir ky va dugc hop phap hoa lanh sy theo quy dinh cua phap luat, trir truong hop duge mién
hop phap hoa lanh su theo cac didu woc qudc té ma Viét Nam 1a thanh vién. Gidy uy quyén phai
dap Gmg cac yéu cau quy dinh tai Piéu 6 Thong tu nay.

4. Glay chimg nhan luu hanh ty do (CFS): Chi ap dung d6i voi truong hop cong bd san pham
m¥ pham nhap khau va dap ung cac yéu ciu sau:

a) CFS do nudc s6 tai cap 1a ban chinh hoic ban sao ¢6 ching thuc hop 1¢, con han. Truong hop
CFS khong néu thoi han thi phai 1a ban dugc cip trong vong 24 thang ké tir ngdy cap.

b) CFS phai dugc hop phap hoa lanh sy theo quy dinh cua phap ludt, trir truong hop duoc mién
hop phép hoa lanh sy theo cac didu udc qudc té ma Viét Nam 1a thanh vién.

Piéu 5. Cach lap Phiéu cong b6 san pham my pham va dir li€u cong bd
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1. Phiéu cong bd san pham my pham:

a) Phiéu cong bd san phdm my pham duogc 1ap theo mau Phu luc sé 01-MP. Phiéu cong bd phai
duoc ngudi dai dién theo phéap luat ky, c6 dong dau giap lai cia td chirc, c4 nhan chiu trach
nhiém dua san pham ra thi trudng. Cach ghi cac ndi dung trong Phiéu cong bd san phdm my
pham theo hudng dan tai Phu luc s6 02-MP.

b) Mdi san phim m§ pham duoc cong bd trong mot Phiéu cong bo.

San pham my pham duoc san xuat hoan chinh tai mdi cong ty san xuét khac nhau thi cong b
riéng. Truong hop co trén mot cong ty tham gia cac cong doan san xuat dé san xudt ra mot san
pham hoan chinh thi 1ap chung trong mot Phiéu cong bo va phai néu rd tén va dia chi day du
cua tung cong ty.

Céc san pham cing mot chi s& hitu san phim thudc mot trong cac trudng hop sau diy duogc
phép cong bo trong mdt Phiéu cong bo:

- Cac san pham duoc dong dudi tén chung va dugc ban dudi dang mot bo san pham.

- Céc san pham cung tén, cung dong san pham c6 cong thirc tuong tu nhau nhung c6 mau sic
hozc mui khac nhau. P6i v6i san pham nhudm toc, nudc hoa cong bé riéng cho ting mau, mui.

- Cac dang lghac s& dugc Cuc Quan 1y dugec - B Y té quyet dinh dua vao quyet dinh cua Hoi
dong my pham ASEAN.

¢) Cach ghi thanh phan cong thirc c6 trong san phdm my pham:

- Thanh phan c6 trong cong thirc san pham phai dugc ghi day du theo thr ty ham luong giam
dan. Céc thanh phan nudc hoa, chit tao hwong va cac nguyén lidu ciia ching cé thé viét dudi
dang “huong liéu” (perfume, fragrance, flavour, aroma). Nhitng thanh phan v6i ham luong nho
hon 1% c6 thé liét ké theo bat ky thir tur ndo sau cac thanh phan c6 ham lugng 16n hon 1%. Cac
chat mau co thé dugc ghi theo bat ctr thir tw nao sau cac thanh phan khac theo chi dan mau (CI)
hoic theo tén nhu trong Phy luc IV (Annex IV) cia Hiép dinh my phim ASEAN. Nhiing san
pham my pham dung dé trang diém, dudi dang cidc mau khac nhau cé thé liét ké tat ca cac chat
mau trong muc “co thé chua” hodc “+/-7.

- Néu day du ty 1¢ phan trdm ctia céc thanh phan ¢6 quy dinh vé gii han nong do, ham luong
tai cac Phu luc (Annexes) cua Hi¢ép dinh my pham ASEAN. Gitra hang don vi va hang thap
phan dugc danh dau bang dau phay (“,”).

- Tén thanh phan phai duwoc ghi bang danh phap quoc té (International Nomenclature of
Cosmetic IngredlentS - INCI) quy dinh trong cac 4n phdm mdi nhat: Tir dién thanh phan my
pham qubc té (International Cosmetic Ingredient Dictionary), Duoc dién Anh (British
Pharmacopoeia), Duogc dién My (United States Pharmacopoeia), Dt li¢u tom tit vé hoa hoc
(Chemical Abstract Services), Tiéu chuan Nhat Ban vé thanh phan nguyén li¢u my pham
(Japanese Standard Cosmetic Ingredient), an pham ctia Nhat Ban vé thanh phan nguyén liéu m§y
pham (Japanese Cosmetic Ingredients Codex). Tén thyc vét va dich chiét tir thyc vat phai dugc
viét bang tén khoa hoc bao gém chi, loai thyc vat (tén chi thuc vat co thé rat ngan). Cac thanh
phan c6 ngudn gdc tir dong vat can néu chinh xac tén khoa hoc ciia loai dong vat do.

Nhiing chét sau day khong dugc coi 1a thanh phan cia m§ pham:

- Tap chat trong nguyén liéu dugc sir dung.
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- Cac nguyén li¢u phy dugc st dung vi myc dich k¥ thuat nhung khéng c6 mat trong san pham
thanh pham.

- Nguyén li€u duoc sir dung véi s6 lugng can thiet nhu dung moi hodc chat mang cua cac thanh
phan tao mui.

d) Ngon ngit trinh bay trong Phiéu cong bd 1a tiéng Viét hoic tiéng Anh. Cac ndi dung ghi tai
muc 3 (Muyc dich st dung), muc 7 (Thong tin vé to chirc, ca nhan chiu trach nhiém dua san
pham ra thi truong), myc 8 (Thong tin v€ ngudi dai dién theo phap luat cua Cong ty), muc 9
(Thong tin vé Cong ty nhap khau) trong Phiéu cong bd phai ghi bang tiéng Viét hoic tiéng Viét
va tiéng Anh.

2. Dir liéu cong bd (ban mém cua Phiéu cong bd): Cac to chirc, c nhan c6 thé ndp dit liéu cong
bo quy dinh tai khoan 1 DPiéu 4 ctia Thong tu nay theo mot trong hai cach thirc sau:

a) Khai bao truc tiép: T chuc, ca nhan dung tén cong bd san phdm my phdm giri vin ban vé
Cuc Quan 1y duoc - Bo Y té dé duoc cap tai khoan truy cap vao co sé dit liéu vé quan 1y my
pham, khai béo tryc tiép trén co s dit lidu. Phiéu cong bd ndp cho co quan quan 1y nha nudc c6
thAm quyén phai dugc in ra tir co so dir lidu do.

b) Truy cép vao trang thong tin dién tir cua Cuc Quan 1y duogc, tai co s¢ dir li€u cua Phiéu cong
bd san pham my pham (Phy luc s6 01-MP), dién day du thong tin theo quy dinh vao co so dit
liéu, sao luu vao phuong tién luu gitr dién tr (USB, CD-ROM, ...). Phiéu cong bd ndp cho co
quan quan 1y nha nudc c6 tham quyén phai duoc in ra tir co s6 dit lidu do.

T6 chic, c4 nhan dung tén cong bd san pham phai chiu hoan toan trach nhiém vé tinh phu hop
cac noi dung cua Phi€u cong bd san pham my pham (ban c6 ky tén, déng dau) véi dir liéu cong
bo (ban mém) da khai bado hodc ndp cho co quan quan ly.

Piéu 6. Quy dinh vé Gidy iy quyén
1. Ngbn ngir trinh bay 4 tiéng Viét, tiéng Anh hodc song ngit tiéng Viét va tiéng Anh.
2. Gidy uy quyén phai c6 day du cac ndi dung sau:

a) Tén, dia chi cua nha san xuat; truong hop bén uy quyen la chu sé¢ hitu san pham thi can néu
10 tén, dia chi cua chu s¢ hiru san pham va tén, dia chi ciia nha san xuat;

b) Tén, dia chi cta td chirc, ca nhan duoc uy quyén;

¢) Pham vi iy quyén (dting tén cong bd va phan phdi san phdm my pham tai Viét Nam);
d) Nhan hang hoic tén san pham dugc iy quyén;

d) Thoi han iy quyén;

e) Cam két cua nha san xuat hodc chu s¢ hiru san pham cung cap day du Ho so thong tin san
pham (PIF) cho t6 chirc, ca nhan chiu trach nhiém dua san pham ra thi truong tai Viét Nam;

g) Tén, chirc danh, chit ky ctia ngudi dai dién cho bén uy quyén.
Piéu 7. Thi tuc tiép nhin va gidi quyét hd so cong b san pham my pham

1. Ho so cong bd san phdm my phim duoc 1am thanh 01 bo, ndp truc tiép hodc giri qua duong
buu di¢n t61 co quan quan 1y nha nudc c6 tham quyén sau:



a) Ddi v6i my phiam nhap khau: T6 chirc, ca nhan chiu trach nhiém dua san pham ra thi truong
ndp ho so cong bod san pham my pham tai Cuc Quan ly dugc - B Y té.

b) Pdi véi my phérn san xudt trong nudc: T chire, ca nhan chiu trach nhiém dwa san phém ra
thi truong ndp hd so cong bo san pham my pham tai S& Y té noi dit nha may san xuét. San
pham my pham duoc san xuét, dong goi tir ban thanh phdm nhap khau duoc coi nhu san phdm
san xudt trong nudc.

¢) B6i v6i my pham kinh doanh trong pham vi Khu thwong mai cong nghiép thudc Khu kinh té
ctra khiu Mdc Bai, tinh Tay Ninh thuc hién cong bd tai Ban Quan 1y Khu kinh té ctra khadu Moc
Bai; my phém kinh doanh trong pham vi Khu kinh té - thuong mai dac biét Lao Bdo, tinh
Quang Tri thyc hién cong bd tai Ban Quan ly Khu kinh té tinh Quang Tri.

Viéc dua my phdm tir Khu thuong mai cong nghiép thudc Khu kinh té ctra khdu Moc Bai, tinh
Tay Ninh vao cac khu chtrc ning khac trong Khu kinh té cira khdu Moc Bai, tinh Tay Ninh hodc
dua vao thi truong ndi dia dé kinh doanh; dua my pham tir Khu Kinh té - Thuong mai dic biét
Lao Bao, tinh Quang Tri vao thi truong ndi dia dé kinh doanh phai thuc hién cong b6 tai Cuc
Quan 1y dugc - BO Y té theo quy dinh ctua Thong tu nay (t6 chirc, ca nhan dimg tén cong bd san
pham my pham phai c6 chirc ning kinh doanh m§ pham tai Viét Nam va nam ngoai 2 khu nay).

2. Giai quyét ho so cong bd san pham my pham:

a) Trong vong 03 ngay lam viéc ké tir ngay nhan dugc ho so cong bd hop 1& va 1& phi cong b
theo quy dinh, co quan quan 1y nha nu6e c6 thim quyén c6 trach nhiém ban hanh s tiép nhan
Phiéu cong bd san phdm m§ pham.

b) Truong hop ho so cong bd chua dap mg theo quy dinh ctia Thong tu nay thi trong vong 05
ngay lam viéc ké tur ngay nhan duoc hd so, co quan tiép nhan hd so thong bao bang van ban cho
t6 chirc, ca nhan cong bd biét cac ndi dung chua dap ting dé sira doi, bd sung hd so (néu cu thé
cac ndi dung chua dap ung).

Ho6 so bo sung cuia don vi gom:
- Van ban gidi trinh ve viéc stra o1, bo sung cia td chuc, ca nhan dung tén cong bo;

- Phiéu cong b san pham my pham kém theo dif liéu cong bd (ban mém cia Phiéu cong bd)
hodc tai liéu khac dugc sira d6i, bo sung;

Trong vong 05 ngay 1am viéc ké tir ngdy nhan duogc h§3 s0 bo sung dap tng theo quy dinh cua
Thong tu nay, co quan quan ly nha nudc c6 thdm quyen c6 trach nhiém ban hanh s6 ti€p nhén
Phiéu cong bo san pham my pham.

Trudng hop hd so sira doi, bo sung khong dap ung theo quy dinh cua Thong tu nay thi trong

vong 05 ngay lam viéc ké tur ngay nhan dugc hd so bd sung, co quan tiép nhan hd so thong bao
bang van ban khong cap s tiép nhan Phiéu cong bd san pham my pham cho san pham nay.

c) Trong thoi gian 03 thang ké tir ngdy ban hanh vin ban thong bao theo quy dinh tai diém b
khoan nay, néu co quan quan ly nha nude co thim quyén khong nhan duoc hd so bd sung cia to
chirc, ca nhan dung tén cong bd thi hd so cong bd khong con gia tri. Trong trudng hop nay, néu
t6 chirc, ca nhan mudn tiép tuc cong bd thi phai ndp hd so mai va ndp 18 phi méi theo quy dinh.

Piéu 8. Quy dinh vé cach ghi s6 tiép nhan Phiéu cong bd san pham my pham
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S tiép nhan phiéu’ cong bd san phaﬁ’m my phim dugc quy dinh nhu sau: sb the tu duge gép +
gach chéo + nam cap (hai chir s6 cudi) + gach chéo + CBMP + gach ngang + ky hiéu viét tat tén
tinh, thanh pho, Ban Quan ly Khu kinh t€ hodc Cuc Quan 1y dugc (QLD) theo Phu luc so6 04-
MP.

Vi du: 135/11/CBMP-HN c6 nghia la s6 tiép nhan Phiéu cong bdé my pham 1a 135 do S¢ Y té
Ha No6i cap nam 2011.

Piéu 9. Thay déi cac ndi dung di cong bd

Dbi véi cac san pham my pham di cong bd va duoc cip sb tlep nhan Phleu cong bd san pham
my pham, khi ¢ thay d6i cac ndi dung quy dinh tai Phu luc s6 05-MP, té chirc, c4 nhan chiu
trach nhiém dua san pham ra thi trudng phai co van ban dé nghi bd sung (d6i v6i cac ndi dung
khong phai cong bd méi) kém theo tai liéu c6 lién quan den ndi dung bd sung va phai dugc sy
chap thuan bang van ban ctia co quan nha nudc co tham quyen hodc thuc hién cong bd mdi theo
quy dinh (d6i voi cac ndi dung phai cong bd méi).

Diéu 10. Hi¢u luc ciia so tiep nhan Phieu cong bo san pham my pham

Sb tiép nhan Phiéu cong b san pham my pham cé gia tri 05 ndm ké tir ngay cap. Hét thoi han
05 nam, to chirc, c4 nhan muon tiép tuc dua san pham my pham ra luu thong trén thi truong thi
phai cong bb lai trude khi sb tiép nhan Phiéu cong bod san pham my pham hét han va phai nop 1¢
phi theo quy dinh.

Chuong 111
HO SO THONG TIN SAN PHAM MY PHAM
Pic¢u 11. Quy dinh chung vé Ho so thong tin sin pham m§ pham

M3di san pham m¥ pham khi dua ra luu thong trén thi truong phai ¢6 Ho so thong tin san pham
(PIF - Product Information File) theo hudng dan cua ASEAN luu gitr tai dia chi cua t6 chire, ca
nhan chiu trach nhiém dua san pham ra thi truong.

Piéu 12. Noi dung ciia Ho so thong tin san pham m§ pham

1. H) so Thong tin san phdm my pham gdm c6 4 phan nhu sau:

a) Phan 1: Tai liéu hanh chinh va tom tat vé san pham;

b) Phan 2: Chét lugng ciia nguyén liéu;

¢) Phan 3: Chét luong ctia thanh pham;

d) Phan 4: An toan va hiéu qua.

Noi dung chi tiét cia H6 so Thong tin san phdm m§ pham quy dinh tai Phu lyc s6 07-MP.

2. Phan 1 ctia Hb so thong tin san phém phai duoc xut trinh ngay cho co quan kiém tra, thanh
tra khi duoc yéu cau; cac phan khac néu chua day du thi xudt trinh trong vong 15-60 ngay ké tir
ngay kiém tra theo yéu cau ctia co quan chirc ning.

Chuong IV
YEU CAU VE AN TOAN SAN PHAM MY PHAM

Picu 13. Yéu cau vé an toan san pham my pham



Céc t6 chirc, ca nhan chiu trach nhiém dua san phdm m§ pham ra thi truong phai dam bao cac
san pham cua minh khong c6 hai dbi véi sitc khoé con ngudi khi duoc dung trong nhimng diéu
kién binh thudng hodc nhitng diéu kién thich hop dugc hudng dan, phi hop véi dang bao ché,
thong tin ghi trén nhan, hudng dan sir dung, than trong dic biét, ciing nhu cac thong tin khac
cung cap boi nha san xuit hodc chi s¢ hitu san pham.

Nha san xuét, chu s hitu san phdm phai danh gia tinh an toan trén mdi san pham m¥ pham theo
Hudng dan danh gia tinh an toan my pham ctua ASEAN. Giéi han kim loai nang va vi sinh vat
trong my pham phai dap ung yéu cau cua ASEAN quy dinh tai Phu luc s6 06-MP. Thanh phan
cong thirc my pham phai dap tmg theo cac Phuy luc (Annexes) - ban méi nhit cua Hiép dinh my
pham ASEAN (dia chi truy cap: www.dav.gov.vn hodc Www.aseansec.org).

Piéu 14. Cac thanh phan chit cAm, cic thanh phan c6 quy dinh vé gi¢i han nong do, ham
lwong va diéu kién sir dung trong cong thirc sin phAm m§y pham

Céc t6 chue, ca nhan khong dugc dua ra thi truong nhimg san phim my pham c6 chua:

1. Céc chét cAm sir dung trong my phém véi diéu kién di kem duogc liét ké trong Phu luc II
(Annex 11).

2. Cac thanh phﬁn duogc liét ké trong phén thtr nhét cua Phu luc I1I (Annex III), voi néng do,
ham lugng vugt qua gidi han hodc ndm ngoai diéu kién cho phép.

3. Céc chit mau khéac véi cac chét dugce liét ké trong Phu luc IV (Annex IV), phﬁn 1, troe truong
hop cdc my pham chira cac chat mau voi muc dich duy nhat d€ nhudm toc.

4. Céc chat mau duoc liét ké trong Phu luc IV (Annex 1V), phén 1 dugc str dung ngoai diéu kién
da néu.
5. Céc chét bao quan nam ngoai danh muc trong Phuy luc VI (Annex VI), phén 1.

6. Cac chit bao quan duoc liét ké trong Phy luc VI (Annex VI), phan 1, v&1 ham lugng vuot qua
gi6i han hodc nam ngoai diéu kién cho phép, trir truong hop cac chat nay dugc st dung v6i muc
dich dic biét, khong lién quan dén cong dung 1a chat bao quan.

7. Céc chét loc tia tir ngoai nam ngoai danh muc trong Phu luc VII (Annex VII), phﬁn 1.

8. Céc chat loc tia tir ngoai nam trong Phy luc VII (Annex VII), phan 1 nhung c¢6 ham luong
vuot qua gidi han hodc diéu kién cho phép.

Su, c6 mat cfla cac chat duoc liét ké trong Phu luc II (Annex II) voi hén} luong \{ét van d}rqc
chap nhan néu vi ly do k¥ thuat khong thé tranh dugc trong “Thyc hanh tot san xuat my pham”
va van dam bao yéu cau v€ d) an toan cia my pham nhu quy dinh tai Diéu 13 cia Thong tu
nay.

Piéu 15. Nhirng san pham m§y phim chira cac thanh phan sau diy thi vin dwoc phép luu
thong trén thi truong

1. Cac thanh phan hoic nguyén liéu dugc liét ké trong Phuy luc III (Annex III), phan 2, trong
gidi han va theo nhitng diéu kién da néu, cho dén ngay dugc quy dinh trong cot (g) cia Phu luc
nay.

2. Céc chat mau dugce liét ké trong Phu luc 1V, phﬁn 2, trong gidi han cho phép va trong diéu
kién dugc chap nhan, cho dén ngay duoc quy dinh trong phu luc nay.



3. Céc chat bao quan dugc liét ké trong Phu luc VI, phén 2, trong gidi han cho phép va trong
diéu kién duoc chap nhan, cho den ngay duoc dé cap dén trong cot (f) cua Phu luc ndy. Tuy
nhién, mot vai thanh phan trong sb nay c6 thé duoc sir dung & nhimg ham luong khac véi muc
dich cu thé, duoc thé hién 5 rang trong dang trinh bay ctia san pham.

4. Cac chét loc tia tur ngoai duoc quy dinh trong phan,2 cua Phy luc VII (Annex VII), trong gi6i
han cho phép va trong diéu ki¢n da quy dinh, cho dén ngay dugc dé cap dén trong cot (f) cua
Phu lyc nay.

Quy dinh vé viéc str dung cac chit ndm trong cic Phu luc (Annexes) néu trén co thé thay doi
theo quyét dinh ctia Hoi dong my pham ASEAN. Céac quy dinh nay s€ tu dong dugc cap nhat va
co gia tri tai Viét Nam.

Chuong V

GHI NHAN MY PHAM
Picu 16. Vi tri nhin my phim
1. Nhan my pl}fim phai duoc gfm~ trén hang hoa, bao bi thuong pham cta hang hoa & vi tri khi
quan sat c6 thé nhén biét dugc de dang, day du cac ndi dung quy dinh cua nhan ma khong phai
thao ro1 céc chi ti€t, cadc phan ctuia hang hoa.
2. Truong hop khong dugc hodc khong thé mo bao bi ngoai thi trén bao bi ngoai phai ¢6 nhén
va nhan phai trinh bay day du cac ndi dung bat budc.
Piéu 17. Kich thwéc, hinh thire va ndi dung ciia nhin
1. T6 chire, ca nhan chiu trach nhiém dua san phim my pham ra thi trudng tu xac dinh kich
thude cia nhan hang hod my phdm nhung phai bao dam théng tin ghi trén nhan phai dé doc
bang mat thuong. Noi dung cua nhén va nhén phu (néu c6) phai trung thuce, 16 rang, chinh xac
va phan anh ding tinh nang ctua san pham.
2. Mau séc clia chtr, chir 50, hinh v&, hinh anh, dau hiéu, ky hi€u trinh bay trén nhan my pham
phai 16 rang. Mau sic cua chit va s6 phai twong phan véi nén cia nhan.
Piéu 18. Ngi dung bat budc phai ghi trén nhin
1. Nhan san pham m§ phim phai phu hop voi yéu cau ghi nhin my pham cia ASEAN. Nhiing
thong tin sau phai dugc thé hién trén nhan san pham:
a) Tén cua san pham va chirc nang cua no, tru khi dang trinh bay san pham d3 thé hién 13 rang
chirc nang cua san pham;
b) Hudng dan sir dung, trir khi dang trinh bay da thé hién 16 rang cach sir dung ctia san pham;
c¢) Thanh phan cong thirc day du: Phai ghi rd cc thanh phan theo danh phap qudc té quy dinh
trong cac an pham méi nhat néu tai diém ¢ khoan 1 Piéu 5 cua Thong tu nay (khong phai ghi ty
1¢ phan tram ciia cic thanh phan);
d) Tén nudc san xuat;
d) Tén yé dia chi cua t(A)’ chirc, ca nhan chiu trach nhiém dua san phérn ra thi‘tru(‘mg (ghi dﬁy dua
bang tiéng Viét theo Giay chung nhan dang ky kinh doanh hoac Giay phép dau tu);
e) Pinh lugng thé hién bang khdi lugng tinh hodc thé tich, theo hé mét hodc ca hé mét va hé do
luong Anh;
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2) SO 10 san xuat;

h) Ngay san xuit hoic han dung phai duoc thé hién mot cach rd rang (vi du: ngay/thang/nam).
Cach ghi ngay phai thé hién o rang gom thang, ndm hodc ngay, thang, nam theo dung thir ty.
C6 thé dung tir “ngay hét han” hoac “sur dung t6t nhat trude ngay”, néu can thiét co thé bd sung
thém diéu kién chi dinh cin tuan thu dé dam bao sy 6n dinh cua san pham.

Vi nhitng san pham c6 d6 6n dinh dudi 30 thang, bat budc phai ghi ngay hét han;

i) Luu ¥ vé an toan khi st dung, dac biét theo nhiing luu y nam trong cot "Piéu kién sir dung va
nhiing canh bao bat bugc phai in trén nhan san pham" dugc dé cap trong cac phu luc cta Hiép
dinh my pham ASEAN, nhiing than trong niy bat budc phai thé hién trén nhan san pham.

2. Trong truong hop kich thude, dang hoac chét liéu bao goi khong thé in duoc diy du cac
thong tin quy dinh tai khoan 1 Di€u nay trén nhén goc, nhirng n6i dung bat budc nay phai duoc
ghi trén nhan phu dinh kém theo san phdm my pham va trén nhan my pham phai chi ra noi ghi
cac ndi dung do.

Céc thong tin sau ddy bét budc phai duge ghi trén nhan gbc ciia bao bi truc tiép cua san pham:
a) Tén san pham;

b) S6 16 san xuat.

Pi¢u 19. Ngon ngir trinh bay trén nhin my phim

Nhirng ndi dung quy dinh tai Piéu 18 cta Thong tu nay phai dugc trinh bay bang tiéng Anh
hoic tiéng Viét; riéng cac thong tin tai diém b, d, i khoan 1 Diéu 18 phai ghi bang tiéng Viét.

Piéu 20. Cac ndi dung khac thé hién trén nhin my phiam
T6 chirc, ca nhan duoc phép ghi trén nhian my pham nhiing ndi dung khac. Nhiing noi dung ghi
thém khong dugce trai voi quy dinh cua phap ludt va phai dam bao trung thyc, chinh xac, phan
anh dung ban chat CIZJa hang hoa, khong che khuat, khong lam sai 1éch nhiing nd1 dung bat budc
ghi trén nhan my pham.
Chuong VI

QUANG CAO MY PHAM
Piéu 21. Quy dinh vé quing cdo my phim
1. Quang cao my pham dugc thyc hién trén cac phuong tién thong tin dai ching nhu truyén
hinh, truyen thanh, trang thong tin dién tir (Internet, Website), sach, bao, tap chi, to roi, pano, ap
phich, vat thé trén qkhéng, vat thé dudi nudc hoac cac phuong tién quang cao khac do don vi
kinh dganh my pham thyc hién hodc tai trg, uy guyén choﬁ don vi khac thuc hién va cac hoat
dong to chirc hoi thao, thong tin, gidi thi€u san pham my pham.
2. Céc don vi chi duge phép quang cao, t6 chirc hoi thao, su kién gioi thiu cac san pham my

pham khi c¢6 Phiéu tiép nhan hd so ding ky quang cdo, t6 chiic hoi thao, sy kién gidi thi¢u my
pham theo quy dinh ciia phép luat.

3. Noi dung quang cao my pham phai phu hop véi cac tai liu chimg minh tinh an toan va hiéu

qua ciia m¥ pham va phai tuan thu theo huéng dan vé cong b tinh ning san pham my pham cua
ASEAN.

Piéu 22. Noi dung quing cao my pham, hdi thio, sw kién giéi thiéu my pham
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Noi dung quang cdo my phém, héi thao, su kién gidi thiéu my phém phai c6 du cac thong tin
Sau:

1. Tén my pham;

2. Tinh nang, cong dung (néu cac tinh nang, cong dung chu yéu cua my pham néu chua thé hién
trén tén cla san pham);

3. Tén va dia chi cta td chirc, c4 nhan chju trach nhiém dua san phém my phém ra thi truong;
4. Luu y khi str dung (néu co).
Diéu 23. Quang cao my pham trén phwong tién truyén hinh, truyén thanh

Quang c4ao my phidm trén phuong tién truyén hinh, truyén thanh thi cac khoan 1, 3, 4 Piéu 22
phai dugc doc to, ro rang. Truong hop hién thi bang chir trén man hinh cac ndi dung trén thi toc
dd hién thi phai phu hop va cd chir quang cédo du 16n bao dam ro6 rang, de doc.

Pi¢u 24. Quang cao trén bao chi, to roi

Quang cao trén bao chi, to rot thi cubi trang dau tién cia tai liéu quang cdo my pham phai in:
(a) S6 Phiéu tiép nhan ho so dang ky quang cdo cua SO'Y té; b) ngay ... thang ... nam ... nhan ho
so hop 1¢ ghi trén Phiéu tiép nhan.

Piéu 25. Ho so diang ky quang cdo my pham, to chirc hdi thao, sw kién giéi thiéu my phadm
1. Ho so dang ky quang cdo my pham, to chic hoi thao, su kién gi6i thiéu my pham bao gdom
cac tai liéu sau:

a) Phiéu ding ky quang cio my pham, to chirc hoi thao, sy kién gidi thiéu my pham (Phu luc s6
10-MP);

b) Ban sao Phiéu céng bd san pham my pham da duoc cip (co6 dong dau cua td chirc, ca nhan
dang ky quang cao);

¢) Ban sao Gieiy ching nhan ding ky kinh doanh cua to chic, ca nhan dang ky quang cao (co
dong dau cua to chire, ca nhan ding ky quang céo);

d) Thu uy quyén cta to chtic, c4 nhan cong bd my pham cho t0 chuc, c4 nhan dang ky quang
cao, to chure hdi thdo, su kién gidi thi€éu my pham (truong hop to chire, ca nhan dang ky quang
c40, to chire hoi thao, sy kién gi6i thiéu my pham khong phai 1a t6 chirc, ca nhan di cong bd san
phim my pham);

d) Tai liéu thuyét minh cho cac tinh ning, cong dung cua san phém trong truong hop ndi dung
quang cao, ndi dung trinh bay tai héi thao, su kién gioi thiéu my pharn néu tinh nang, cong dung
ctia san pham nam ngoai ndi dung da néu trong Phiéu cong bd san pham my pham;

e) 02 kich ban quang céo (kich ban phai mo ta rd phan hinh anh, phan 101, phan nhac du dinh sé
quang céo) hodc 02 mau quang cdo du dinh s& phat hanh (ap dung dbi véi hd so ding ky quang
cao my phém) hodc tai liéu du dinh trung bay, phat hanh tai hdi thao, sy kién gigi thi€u my
pham (4p dung d6i voi ho so dang ky to chire hoi thao, sy kién giéi thiéu my pham). Ho so phai
co adéu giap lai ctia to chirc, ca nhan diang ky quang céo, to chirc hoi thao, sy kién gi6i thiéu my
pham.

2. Cach lap hd so dang ky quang cdo my phém, t6 chirc hdi thao, su kién gidi thiéu my phém:
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a) Hb so dang ky quang cdo my pham co thé dugc 1ap cho mot hodc nhidu san pham, dugc
quang cao trén mot hodc nhi¢u phuong tién thong tin dai ching khéac nhau.

Mau quang c4o, kich ban quang cdo my pham co thé dugc 14p cho mot hodc nhiu san phdm
khac nhau.

b) Ho so dang ky t6 chue hoi thdo, sy kién gioi thiéu my pham c6 thé duoc 1ap cho mét hoic
nhiéu san pham duoc t6 chire tai mot hodc nhiéu dia diém trén dia ban tinh, thanh phé.

Piéu 26. Thim quyén tiép nhan, giai quyét hd so ding Ky quing cao my phiam, té chirc hji
thao, sy ki€n gi¢i thiéu my pham
1. T6 chirc, ca nhan trude khi quang cdo my pham phai giri 01 bo ho so dang ky quang cao my

pham theo quy dinh hién hanh vé€ S6'Y té noi dat tru so chinh cia to chirc, c4 nhan cong bd san
phiam my pham. Phong bi dung ho so ghi 16 "Ho so dang ky quang cdo my pham".

2. T chie, ¢4 nhan trude khi td chirc hoi thao, su kién gidi thiéu m§ pham phai gui 01 bd ho so
theo quy dinh hién hanh vé S¢' Y t& dia phuong noi to chirc hoi thao, sy kién gidi thiéu my
pham. Phong bi dung ho so ghi 10 "Ho6 so dang ky t6 chirc hoi thdo, sy kién gidi thi€u m§
pham".

3.S6 Y té cac tinh, thanh phé truc thudc Trung wong (trir cac hinh thirc quang céo thuc hi¢n
theo Thong tu lién tich s6 06/2007/TTLT/BVHTT-BYT-BNN-BXD ngay 28/02/2007 cia lién
B6 Van hoa Thong tin, BO Y té, Bo Nong nghiép va Phat trién nong thon, Bo Xay dung vé viée
huéng dan tha tuc cip gidy phép thuc hién quang cdo mot ctra lién thong) tiép nhan va giai
quyét ho so diang ky quang cido my pham, t6 chirc hoi thao, sy kién gidi thiéu my pham.

Piéu 27. Trinh tu, thii tuc cdp Phiéu tiép nhin ho so ding ky quang cdo, to chirc hdi thao,
si kién giéi thiéu m§y pham

1. Sau khi nhan dugc hd so dang ky quang cdo my pham, t6 chirc hoi thao, su kién gidi thiéu
my pham hop 1¢ theo dung quy dinh cua Thong tu nay va 1€ phi theo quy dinh hién hanh, So'Y
té giri cho don vi ndp hd so dang ky mot Phleu tiép nhan ho so dang ky quang cdo, t6 chirc hoi
thao, sy kién gioi thiu my pham (Phy luc s6 11-MP) kém theo mau hoic kich ban quang cdo
dat yéu cau (ap dung voi hd so dang ky quang cdo my pham). Ngay ghi trén Phiéu tiép nhan hd
so la ngay So 'Y té nhan du ho so hop 1&. Sau 10 ngay lam viéc, ké tir ngay nhan duoc ho 50,
néu SO Y té khong co van ban yéu cau sira d6i, bd sung thi don vi dugc quyén quang céo, to
chure hdi thao, su kién gidi thi€u my pham theo diing ndi dung da dang ky.

2. Truong hop hE} so chua hop 1¢ theo quy dinh cua Thong tu nay thi S6'Y té c¢6 vin ban thong
bao cho don vi bd sung, hoan chinh ho so.

a) Trong van ban phai néu cu the, chi tiét nhirng tai liéu va ndi dung can sura doi, bo sung.

b) Pon vi phai sira doi, bd sung theo dung nhitng ndi dung dwoc néu trong vin ban yéu cau sta
dbi, bd sung va giri vé SO Y té Khi don vi b sung da hd so thi S0 Y té gui mot Phiéu tiép nhan
hé so, , ngay ghi trén Phiéu tiép nhan ho so 1a ngay SO Y té nhan dugc hd so bo sung hop 1¢ theo
yéu cau. Sau 10 ngay lam viéc, ké tur ngay nhan dugc néi dung quang cdo da sta (101 bd sung
néu SO Y té khong c6 vin ban yéu cau stra d6i, bd sung thi don vi duoc quang cdo, to chirc hoi
thao, sy kién gi6i thiéu my phdm nhu ndi dung da sira doi.

¢) Truong hop hd so bd sung khong dap mg theo ding nhiing n6i dung dugc néu trong van ban
yéu ciu stra doi, bd sung thi S&' Y té s& thong bao cho don vi khéng duoc quang céo, to chiic
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ho1i thao, sy kién gioi thiéu my pham theo ndi dung di dang ky. Trong truong hop nay, néu don
vi mudn tiép tuc quang céo, to chirc hoi thao, su kién gidi thiéu my pham phai nép hd so; trinh
ty dang ky va tham dinh ho so duoc thuc hién lai tir ddu va phai ndp 18 phi theo quy dinh.

d) Trong thoi gian 02 thang, ke tlr ngay SO Y té ¢ van ban gui don vi ndp hd so nhitng noi
dung can b sung, neu S6'Y té khong nhan dugc vin ban kém hd so bo sung thi hd so dang ky
quang cao my pham, t6 chirc hoi thao, su kién giéi thiéu my pham da nop khong con gia tri.

Diéu 28. Phi thAm dinh ndi dung théng tin, quing cdo

1. Phi thim dinh noi dung quang cdo my pham cho mot hd so thue hién theo quy dinh hién hanh
dugc tinh theo san phim twong tng v6i 01 Phiéu cong bd san phim my pham da duogc cap sd
tiép nhan (khong phu thudc vao cic phuong tién théng tin dai chung sir dung dé quang c4o).

2. Phi thdm dinh hd so t6 chtc hoi thao, sy kién gi6i thiéu my phidm (Phi thdm dinh nodi dung
thong tin, quang cao) thuc hién theo quy dinh hién hanh dugc tinh theo san pham tuong ung voi
01 Phiéu cong bb san pham my pham da duoc cap s6 tlep nhan (khong phy thudc s6 1an t6 chirc
va dia diém t6 chirc hoi thao, sy kién giéi thiéu my pham).

Piéu 29. Quang cao my pham tai dia phwong khac

Sau khi nhan dugc Phiéu tiép nhan ho so ding ky quang cao my pham, don vi mudn quang co
trén cac phuong tién quang cao thudc dia phuong khac noi giri ho so dang ky quang céo thi phai
giri thong bao bang vin ban kém theo ban sao ¢ chimg thuc hop 18 Phiéu tiép nhan hd so ding
ky quang cao my pham va toan bo ndi dung quang cao c6 lién quan da dang ky (kich ban hodc
mau quang cao) cho S¢ Y té dia phuong noi dy dinh tién hanh quang cdo trudc khi tién hanh
quang cdo it nhat 03 ngay lam viéc.

Pi¢u 30. Thay doi, bo sung ndi dung quang cdo, td chirc hdi thio, sy kién giéi thiéu my
pham
1. Bon vi dang ky quang cao, to chuc hoi thao, su kién gioi thiéu my pharn phai nop ho so ding

ky bo sung téi SO Y té noi cip Phiéu tiép nhan hd so khi co thay d6i mot trong cac ndi dung
Sau:

a) Tén, dia chi cua t6 chirc, ca nhan chiu trach nhiém dua san pham ra thi truong ma khong thay
d6i s6 Giay ching nhan dang ky kinh doanh hodc sé Gidy ching nhan dau tu;

b) Tén, dia chi cua don vi dang ky quang cao, t6 chirc hoi thao, sy kién gioi thiGu my pham ma
khong thay doi so Gidy chirng nhan dang ky kinh doanh hodc s6 Giay chung nhan dau tu;

¢) Pia diém, thoi gian chinh thirc t6 chirc hoi thao, sy kién gidi thiéu my pham so véi du kién
da dang ky.

2. Hb so béﬂsung bao gém: Vin ban dé nghi thay d6i, bo sung va tai liéu co lién quan dén ndi
dung thay doi, b6 sung.

3. Nhimg thay dbi, bd sung khac ngoai cac ndi dung néu tai khoan 1 Diéu nay, don vi dang ky
quang cao, to chuc hoi thdo, su kién gidi thi¢u my pham phai tién hanh dang ky méi theo quy
dinh.

4.S0Y té: c6 trach nhiém giai quyét hd so bd sung trong vong 10 ngay lam viéc ké tir ngay
nhan da ho so hop 1€.
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Piéu 31. Cac truong hop hét hiéu lwe ciia ndi dung quang cdo my pham, to chirc hdi thio,
sw kién gidi thiéu my pham

1. Noi dung quang cdo my pham, t6 chirc hoi thao, sy kién gidi thiéu my pham hét gia tri trong
cac truong hop sau:

a) My phérr} c6 sb dang ky luu hanh, s6 })hiéu tiépvnhefln ban cong b tiéu chuan chét luong my
pham, s6 tiép nhan Phi€u cong bd san pham my pham da hét gia tri.

b) My pham bi co quan quan 1y nha nude c6 thim quyén khuyén cdo nging sir dung hodc bi thu
hdi san pham.

¢) C6 nhing thay ddi vé thong tin anh hudng dén tinh an toan va chat luong ctia my pham.
2. Pon vi ¢ ndi dung quang cao my pham, t6 chirc hoi thao, su kién gi6i thiéu my pham da hét

gid tri c6 trach nhiém thong bao cho cac co quan co lién quan, ngudi phat hanh quang cao dé
ngung ngay viéc phat hanh thong tin, quang cdo m§ pham do.

Chwong VI
XUAT KHAU, NHAP KHAU MY PHAM
Piéu 32. Xuat khau my pham
Viéc Xuét‘ khéu my phém thl_J:q hién tai co quan Hai quan theo quy dinh phap luat hién hanh va
cac yéu cau cua nudc nhap khau.
Dié,u 33. Ho so, thu tuc cflvaiéy chirng nhan lwu hanh tw do (CFS) dbi véi my phim san
xuat trong nwdc dé xuat khau
1. Ho so dé nghi cap CFS bao gom:
a) Don dé nghi cap CFS (Phu lyc IV ciia Quyét dinh s6 10/2010/QD-TTg ngay 10/02/2010 cua

Thu tuong Chinh phu quy dinh Gidy ching nhén luu hanh tu do d6i voi san pham, hang hoa
xuat khau va nhap khau) dugc ké khai hoan chinh va hop I¢;

b) Ban sao Phiéu cong b6 san pham m§ Phém da duoc co quan co thim quyén cép sb tiép nhan
(ban sao c6 dong dau ctua thuong nhan dé nghi cap CFS).

2. ’Viéc 7c€'1p Gidy ching nhan luu hanh ty do (CFS) dbi vOi my phérp san xut trong nude dé
xuat khau thyc hién theo quy dinh tai Chuong II Quyét dinh s6 10/2010/QD-TTg ngay

10/02/2010 cua Thu twong Chinh phu quy dinh Gidy chung nhan Iuu hanh ty do ddi voi san
pham, hang hoa xuat khau va nhap khau, ngoai ra:

a) My pham san xuit trong nudc dé xuat khau duoc cap CFS khi san pham da duoc co quan
quan 1y nha nudc c6 tham quyén cap so6 tieép nhan Phiéu cong bod san pham my pham.

b) Thuong nhan xuét khau phai dang ky hd so thuong nhan tai S6 Y té noi ddt co s¢ san xuét
my pham va lam thu tuc cap CFS d6i voi hang héa my pham xuat khau.

¢) Mbi CFS dugc cip cho 01 hoidc nhiéu san pham (miu CFS theo Phy lyc sb 12-MP) va c6 gia
tri hiéu luc trong vong 02 niam ké tir ngay cap.

3. Phl, 1€ phi cap CES thuc hlre_:n theo quy dinh qhién hanh (P,hi, I’é phi cép CFS tinh theo san
pham ung vo1 01 Phiéu cong bo san pham my pham da dugc cap so ti€p nhan).
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4. S6'Y té céc tinh, thanh pho tryc thudc Trung wong 1a co quan c6 thim quyén cap va quan ly
CFS dbi v6i my pham xuét khau duoc san xudt trén dia ban (noi dit co so san xuit my pham).

Piéu 34. HO s0, thu tuc cap Gigy chirng nhan co sé& dap ing cic nguyén tic, tiéu chuin
"Thyc hanh tot san xuat my pham" cia Hiép hoi cac nwéc Pong Nam a (CGMP-ASEAN)
phuc vu cho nhu cau xuat khau

1. Bon vi sén’xuét ¢6 nhu cau cip Gidy ching nhan co s& dap tmg cac nguyén tic, tiéu chuan
“Thyc hanh t6t san xuat my pham” cua Hi€p hoi cac nuéc Bong Nam a4 (CGMP-ASEAN) dé
phuc vu cho xuat khau guri h6 so dang ky kiém tra vé Cuc Quan ly duoc - Bo Y t€. HO so bao
gom:

a) Phiéu dang ky kiém tra “Thuc hanh tot san xuat my phdm” (Phu luc sé 13-MP);

b) Ban sao Gidy ding ky kinh doanh hodc Gidy phép dau tu;

c) So dd td chirc va nhan sy cua co s& (so dd to chirc phai thé hién rd tén, chic danh, trinh do
chuyén mon k¥ thudt cua cac can bd phu trach cac bo phan), qua trinh cong tac va kinh nghiém
trong linh vuc dugc phan cong cla cac cadn bd phu trach cédc b phan (san xuét, kiém tra chit
luwong, dam bao chét lugng, nha kho);

d) Chuong trinh tap huan, danh gia két qua tap huan “Thuc hanh tét san xuat my pham” tai don
vi;
d) So d6 vi tri va thiét ké ciia nha may (bao gdbm: so dd mit bang tong thé; so d6 dudng di cta
cong nhan; so do duong di cia nguyén li¢u, bao bi, ban thanh pham, thanh pham; so do hé
thong xtr 1y chat thai);
e) Danh muc thiét bi hién c6 cua nha may (bao gom thiét bi san xuat va thiét bi kiém tra chat
lugng my pham) phai thé hién dugc tén thi€t bi, ndm san xuat, nudc san xuat va tinh trang cla
thiet bi,
g) Danh myc cic mit hang dang san xuat hodc du kién san xuét (ghi 16 dang san pham);
h) Bién ban ty thanh tra “Thuc hanh tot san xuit my pham” (Bién ban tu thanh tra phai thé hién
0 thoi gian thanh tra, thanh phan doan ty thanh tra, muc tiéu ty thanh tra, két qua ty thanh tra
va cac dé xuat thoi gian va bién phap khac phuc céc ton tai).
2. Tham quyén tiép nhan va giai quyét ho so:
Cuc Quan 1y duoc - BO Y t€ c6 trach nhiém xem xét hd so, 1én ké hoach va ra quyét dinh thanh
1ap doan kiém tra, thong bao cho co sé it nhat 10 ngay trudc khi tién hanh kiém tra.
3. Glay ching nhén co s¢ dap ung cac nguyén tic, tiéu chudn "Thyc hanh tét san xuit my
pham" ¢6 gia tri 03 nam ké tir ngay cép.
4. Pon vi san xuat (goi tit 1a co so dang ky GMP) phai nop phi tham dinh tiéu chuan va diéu
kién san xuat my pham theo quy dinh hién hanh.
Piéu 35. Nhiap khiu my phim
1. Cac san phdam my pham da dugc Cuc Quan 1y dugc - Bo Y té cap sd tiép nhan Phiéu cong bd
san pham my pham con hiéu luc dugc phép nhap khau vao Viét Nam. Thu tuc nhap khau thuc
hién tai co quan Hai quan theo quy dinh hi¢n hanh. Khi lam thd tuc nhap khau, doanh nghi¢p
xuat trinh v&i co quan Hai quan Phi€u cong bo san pham my pham da dugc Cuc Quan ly dugc -
B0 Y té cap so tieép nhan.

//

\
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2.’ Nhép k}léu my pl}ém trong mot ) truong hop dac biét (khong bt bude phai thyc hi¢n cong
bo san pham my pham theo quy dinh ctia Thong tu nay):

a) T6 chirc, c4 nhan nhip khiu m§ phm dé nghién ciru, kiém nghiém phai giri don hang nhap
khau m¥y phém dl‘mg cho nghiér} cuu, kie:m nghiém}éi Cuc Quan ly dugc - Bo Y té (Phu luc so
14-MP). So lugng toi da cho moi san pham la 10 mau.

DPon hang nhap khidu m§ phdm dung cho nghién ctru, kiém nghiém dugc lam thanh 03 ban. Sau
khi duoc phé duyét, 02 ban dugc luu ta;}i Cuc Quan ly duogc, 01 ban gtri don vi. Ban giri don vi
c6 dong dau “Ban guri doanh nghiép” dé trinh co quan Hai quan khi lam thu tuc thdng quan.

Céc san phdm my pham nhap khau dé nghién ciru, kiém nghiém phai duoc sir dung dung muyc
dich, khong dugc phép dua ra luu thong trén thi truong.

b) T chirc, c4 nhan nhan m§ pham la qua biéu, qua ting 1am thii tyc nhap khau tai co quan Hai
quan theo quy dinh. Tong tri gia moi lan nhan khong vuot qua dinh mirc hang hoéa dugc mién
thué theo quy dinh hi¢n hanh.

Céc mau my pham nhap khau 13 qua biéu, qua ting khong duoc phép dua ra luu thong trén thi
truong.

¢) T6 chuc, ca nhan nhép khau my phdm dé trung bay tai hoi chg, trién 1am va cac truong hop
tam nhap tai xuat khac phai 1am thi tuc xin cdp gidy phép tam nhdp tai xuat cia Bo Cong
Thuong theo quy dinh hién hanh.

Chuong VIII
LAY MAU MY PHAM PE KIEM TRA CHAT LUQONG
Piéu 36. Nguyén tic ldy miu

1. LAy miu my pham dé kiém tra hodc giam sat chat luong theo nguyén tic ldy mau ngiu nhién
va phai lay mau ¢ nhiing vi tri khac nhau cta 16 hang.

2. Lwong mau can ldy dé phan tich va dé luu cin cir vao yéu cau kiém tra, tiéu chuin chat
luong, phuong phap thir nhung it nhat phai da cho ba lan phan tich hoac phai du dé thuc hién
phép thir ddm bao thu dugc két qua chinh xac va tin cay.

3. Cac méu phan tich va mau luu phai dugc cho vao d6 dung, han kin va dan nhan. Nhan cta do
dung mau phai ghi 13 tén san pham, tén to chure, ca nhén chiu trach nhiém dwa san pham ra thi
truong, sb 16 san xuat, han dung, noi 14y mau, ngay 1ay mau.

4. Lap bién ban lay mau my pham theo mau Phy luc s6 09-MP: Bién ban lay mau my pham
phai ghi 10 tén san pham 50 16 san xuat, ngay lay mau, dia dlem lay mau, ghi chép vé nhing bat
thudng cua qua trinh lay mau, tén va chit ky ctia nguoi ldy mau, dai dién co s¢ duoc 1dy mau,
ngudi ching kién (khi can thiét). Bién ban dugc 1am thanh 03 ban: mot ban luu tai co s& duoc
léy mau, mét ban luu tai co quan kiém nghiém, mdt ban luu tai co quan quan ly kiém tra chét
luong my pham.

Di¢u 37. Quyén han va trach nhiém ctia nguwoi ldy miu

1. Xuét trinh thé thanh tra vién hodc kiém soat vién chét luong hodc gidy gidi thiéu hodc quyét
dinh thanh 1ap doan kiém tra do thu truéng co quan kiém tra chat luong my pham ky khi thi
hanh nhiém wvu.
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2. Yéu cau co s& c6 mau xuét trinh cac ho so, tai liéu, lién quan dén nguon goc s6 luong, chét
luong cua 16 my pham duoc lay mau, dua ra phuong an ldy mau, s6 lwong mau phan tich va
mau luu duge 14y cia 16 m§ pham trong qué trinh 1y mau.

3. Kiém tra, 1dy méu bat ky bao géi nao trong 16 my pham khi c6 nghi ngd vé chét luong, tinh
an toan cua san pham.

4. Chiu trach nhiém trudc phap luat vé céac thao tac k¥ thudt, thi tuc phap 1y trong qua trinh 13y
mau, van chuyén va ban giao mau cho co quan kiém nghiém.

Diéu 38. Véan chuyén va ban giao miu

1. Sau khi hoan tit viéc 1ay mau, nguoi 14y mau phai chuyén cac miu di ldy kém bién ban ldy
mau my pham va ban giao ngay cho co quan kiém nghiém. Truong hop dac bi¢t, mau c6 thé gui
dén co quan kiém nghi¢m qua duong buu dién.

2. Mau my pham da lay phai dugc dong goi trong bao goi phu hop va van chuyén bang phuong
tién thich hop dé dam bao miu dugc bao quan theo dung quy dinh, tranh hu hong, d6 v& trong
qua trinh van chuyén.

Picu 39. Két luan két qua Kiém tra chat lwgng cic mau my pham

1. Cac mau my pham do cic co quan nha nudc cd thim quyén vé kiém tra chat luong 1dy mau
dam bao tinh dai dién cho ca 16 m§ pham va dugc tién hanh phan tich tai cac phong thu nghiém
dugc cong nhén thi két luan két qua kiém tra chat luong cé gia tri phap ly doi vdi ca 16 my
pham.

2. Cac mau my pham do t6 chirc, c4 nhan gui t6i co quan kiém tra chat luong cia nha nude dé
xac dinh chat luong thi két luan két qua kiém tra chat luong chi c6 gia tri phap ly doi véi mau
gui toi.

Pic¢u 40. Kinh phi iy midu m§y pham va kiém nghiém xac dinh chit lwong my pham

1. Kinh phi 1dy miu va kinh phi kiém nghiém miu my pham dé kiém tra chét luong trong san
xudt, pha ché va luu thong trén thi trudng do co quan kiém tra chat lugng quyét dinh viéc 1ay
méu va kiém nghiém mAau chi tra theo quy dinh tai Thong tur lién tich sb 28/2010/TTLT-BTC-
BKHCN ngay 03/3/2010 cta lién b Tai chinh va Khoa hoc va Cong nghé huéng dan quan 1y
va sir dung kinh phi ddi véi hoat dong kiém tra nha nuéc vé chét lugng san pham, hang hoa.

2. Trong trudng hop mau my pham kiém nghiém dugc co quan kiém tra chat luong my pham
két luan khong dat tiéu chuan chét luong, t6 chue, ca nhén chiu trach nhiém dua san pham ra thi
truong phai hoan tra toan bo kinh phi ldy mau va kinh phi kiém nghiém mau my pham cho co
quan kiém tra chat luong theo quy dinh tai cac Piéu 10, Pidu 12, Diéu 14, Diéu 16 va Diéu 41
ctia Luat Chat lugng san pham, hang héa nam 2007, Thong tu lién tich s6 28/2010/TTLT-BTC-
BKHCN ngay 03/3/2010 cua lién b Tai chinh va Khoa hoc va Cong ngh¢ hudéng dan quan ly
va sir dung kinh phi ddi v6i hoat dong kiém tra nha nudc vé chat lugng san pham, hang hoa va
cac van ban quy pham phap ludt c6 lién quan.

3. Truong hop my. pham bi khiéu nai, t6 cao vé chat lugng ma co quan k1em tra két luan viéc
khiéu nai, t6 cdo vé chat luong my pham khong dung thi nguoi khiéu nai, t cao phai thanh toan
hoan tra chi phi ldy mau va chi phi phan tich, kiém nghiém mau m§ pham cho co quan kiém tra
quy dinh tai khoan 1 Diéu nay.
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4. Kinh phi 1y mau m¥ pham dé kiém tra chat lwong, kinh phi kiém nghiém miu m§y pham
dugc bb tri trong du toan kinh phi hoat dong cua co quan kiém tra chat luong nha nuée vé my
pham theo quy dinh tai Thong tu lién tich s6 28/2010/TTLT-BTC-BKHCN ngay 03/3/2010 cua
lién by Tai chinh va Khoa hoc va Cong ngh¢ hudng dan quan 1y va st dung kinh phi d6i véi
hoat dong kiém tra nha nudc vé chét lugng san pham, hang héa.

Chuong IX

KIEM TRA, THANH TRA VA XU LY VI PHAM
Diéu 41. Kiém tra nha nuéc vé chit lwrong my pham
1. Co quan kiém tra chit lugng my pham:

a) Co quan kiém tra chat lugng my phim & Trung wong 1a Cuc Quan ly dugc - BO Y té. Cuc
Quan ly dugc chi dao hé thong kiém nghiém trén pham vi toan qudc. Trong hoat dong klem tra
nha nudc vé chit lugng my pham, Cuc Quan 1y dugc ph01 hop véi Thanh tra Bo Y té, Vién
Kiém nghiém thudc Trung wong, Vién Kiém nghiém thudc thanh phd Ho Chi Minh, S¢ Y té cac
tinh, thanh phé truc thudc Trung wong trién khai va giam sat cac hoat dong vé hau mai ddi véi
C4C san pham my pham.

Trén co s két qua kiém nghiém my pham cla cac co quan kiém nghlem nha nudc, Cuc Quan
1y dugc - Bo Y té 1 co quan két luan chat luong my pham trén pham vi toan qudc.

b) Co quan kiém tra chat luong my pham ¢ dia phuong la S6 'Y té tinh, thanh phd truc thugc
Trung wong. S6 Y té cac tinh, thanh phd Trung uong t6 chirc trién khai cac hoat dong vé hau
mai 601 VOl my pham san xudt trong nudc, my pham nhép khau luu thong trén dia ban va xu 1y
cac van dé vé chat luong my pham theo quy dinh cta phap luat. Theo ddi, thong ké tinh hinh
quan 1y chat lugng my pham tai dia phuong.

Két luan chat luong my pham trén co so két qua kiém nghiém my pham cua co s¢ kiém nghiém
nha nuéc vé my pham tai dia phuong.

2. Heé thdng kiém nghiém cua nha nuéc vé my pham bao gdom:

a) & Trung wong: Vién Kiém nghiém thudc Trung wong, Vién Kiém nghiém thudc thanh phd
Ho6 Chi Minh;

b) ¢ dia phuong: Trung tim kiém nghiém thuc va my pham cac tinh, thanh phd tryc thudc
Trung vong.

3. Thu truéng cac co quan kiém nghiém chét luong my phém chiu trach nhiém vé két luan két
qua kiém tra chat lugng my pham trudc phap luat.

Piéu 42. Hinh thirc kiém tra, thanh tra

1. Kiém tra, thanh tra dinh ky: Kiém tra, thanh tra dinh ky s& dugc co quan co tham quyen
thong béo trude cho don vi duoc kiém tra d&é don vi chudn bi v& viéc thanh tra trudc khi tién
hanh hoat dong kiém tra, thanh tra.

2. Kiém tra, thanh tra dot xuat: Kiém tra, thanh tra dot xuat khi phat hién nhimng san phém
khong dat chét lwong, khong tudn thi quy dinh luu thong trén thi truong hodc do cac khiéu nai

cua khach hang. Trong truong hop khan cép, co quan c6 thdm quyén co quyén kiém tra, thanh
tra khong can bao trudce.

Piéu 43. N9i dung kiém tra, thanh tra
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1. Kiém tra, thanh tra viéc chap hanh phap luat vé san xut, buén ban my pham:

a) Viéc tuan thi cac nguyén tic, tiéu chuan "Thuc hanh tt san xuit my pham" cua Hiép hoi cac
nudc Pong Nam 4 (CGMP-ASEAN) hoac tuwong duong dugc Hoi dong my pham ASEAN thira
nhan;

b) Ghi nhan m§y pham;
¢) Ho so thong tin san pham (PIF) theo quy dinh ctia ASEAN;
d) Quang c4o my pham.

2. Kiém tra, thanh tra viéc giai quyét tranh chép, khiéu nai, t& céo vé chat luong va cac ndi dung
khéc lién quan dén my pham (néu o).

3. Kiém tra, thanh tra viéc thuc hién thong bao thu hdi my pham theo quy dinh (néu co).
Diéu 44. Thir ty wu tién trong kiém tra giam sat hiu mai

Viéc kiém tra, thanh tra giam sat hdu mai my pham can tip trung tai cac don vi nhap khau, phan
ph01 san xuat Thir tur vu tién trong viéc kiém tra giam sat hau mai my pham dya vao loai san
pham, ngudn gdc xuat xa, nhan hang, thwong hiéu cong ty, thanh phan cong thirc san pham theo
huéng dan cia ASEAN vé kiém tra giam sat hau mai (Phu luc s6 08-MP).

Piéu 45. Pinh chi lru hanh va thu héi m§ phim
1. M§ pham bi dinh chi luu hanh va thu hoi khi xay ra mot trong cac trudng hop sau:

a) My pham luu thong khi chua duoc co quan quan 1y nha nude c6 thim quyén cap sd tiép nhan
Phi€u cong bo san pham my pham;

b) My pham khong dat chit lwong, khong an toan cho nguoi sir dung;
¢) My pham luu thong c6 cong thirc khong ding nhu hd so da cong bd;

d) My pham luu théng c6 chira thanh phan chat cdm sir dung trong m¥ pham, cic chat c6 ndng
do, ham luong vuot qua gidi han cho phép;

d) My pham luu thong c6 nhan ghi cong dung khong phu hop voi ho so cong bd hodc khong
dap tng quy dinh vé ghi nhan san pham cua Thong tu nay, tuy mac do vi pham c6 thé bi dinh
chi luu hanh va thu hoi;

e) My pham lru thong duge san xuat tai co so khong dap tng nguyén tic, tiéu chuan "Thyc
hanh tot san xuat my pham" ctia Hiép hoi cac nudc Dong Nam a4 (CGMP- ASEAN) hogc tuong
duong duoc Hoi ddng my pham ASEAN thira nhén, tuy mirc do vi pham c6 thé bi dinh chi luu
hanh va thu hoi;

g) My pham hét han st dung hodc qua thdi han theo khuyén céo clia nha san xuat;

h) My pham gia, nhap lau, khong rd ngudn gdc, xuat xt, m§ pham khong con nguyén ven bao
bi;

i) M§ pham do t6 chirc, ca nhan chiu trach nhiém dua san pham ra thi truong c6 van ban thu hoi
tu nguyeén.

2. Tham quyén ra quyét dinh thu héi m§ pham vi pham:



a) Cuc Quan ly dugc - Bo Y té ra quyét dinh thu héi my pham vi pham trong pham vi toan
quoc.

b) S6 Y té tinh, thanh phd truc thuéc Trung wong, Ban Quan Iy Khu kinh té cira khiu Moc Bai
(tinh Ty Ninh), Ban Quan 1y Khu kinh té tinh Quang Tri thuc hién thong béo caa Cuc Quan ly
dugc - B6 Y té vé thu hdi m§ pham vi pham theo quy dinh cuia phép luat trén dia ban va bao cao
vé Cuc Quan ly duoc.

Diéu 46. Thu hoi s6 tiép nhan Phiéu cong bo san phaim m§ pham

1. S tiép nhan Phiéu cong bd san pham my pham bi thu hdi khi xay ra mot trong cac truong
hop sau:

a) My phém lru thong c6 2 16 khong dat chit luong do co quan quan 1y nha nuée vé chat luong
my pham két luén;

b) My pham luu théng c6 cong thirc khong ding nhu hd so dd cong bé;

c) My phém luu thong c6 nhan ghi sai léch nguén géc, XUAt x1;

d) My pham Iuu thong c6 nhan ghi sai 1éch ban chit tinh ning vén c6 cta san pham;
d) M§ pham khéng an toan cho ngudi sir dung;

) My pham luu thong ¢ chira thanh phan chat cAm sir dung trong my pham, cac chit c6 nong
dd, ham luong vuot qua gidi han cho phép;

g) My pham bj cac co quan nha nudc c6 tham quyén két luan 1a vi pham quyén so hitu tri tué
hodc mao nhan cua san pham khéac da duoc phép luu hanh;

h) My phém bi cAm luu hanh & nude sé tai;

1) T chirc, c4 nhan dua san phém ra thi trudng c6 van ban dé nghi thu hoi sb tiép nhan Phiéu
cong bo san phdm my pham,;

k) Khong c6 Ho so thong tin san pham (PIF) xuét trinh cho co quan c6 thim quyén theo quy
dinh tai Biéu 12 cta Thong tu nay;

[) Gia mao tai liéu, str dung con déu gia hodc gia mao chit ky, dau cua co quan chic ning Viét
Nam hoac nudc ngoai, ciia nha san xuat hodc chu s¢ hitu san pham;

m) K& khai khong trung thuc cac ndi dung trong Phiéu cong bd san phdm m¥ pham.

2. Tham quyén ra quyét dinh thu hoi s6 tiép nhan Phiéu cong bd san phdm my pham:

a) Cuc Quan ly dugc - BO Y té ra quyét dinh thu hdi sb tiép nhan Phiéu cong bd san pham san

xuét trong nuéc do Cuc Quan ly duoc cap so tiép nhan trudc ngay 25/4/2009, my pham nhap
khau trong pham vi toan qudc.

b)S6'Y té tinh, thanh ph tryc thuge Trung wong ra quyét dinh thu hoi s6 tiép nhan Phiéu cong
bd san pham my pham san xuit tai dia phwong do don vi minh cép.

¢) Ban Quan 1y Khu kinh té cira khau Moc Bai (tinh Tay Ninh), Ban Quan 1y Khu kinh té tinh
Quang Tri ra quyet dinh thu hoi s6 ti€p nhan Phiéu cong b6 san pham my pham do don vi minh
cap.

Piéu 47. Cac trwong hop tam ngirng tiép nhin hd so cong bd san pham my pham, hd so
ding ky quang ciao my pham, to chirc hoi thao, sw ki¢n gi¢i thiéu my pham
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1. Co quan quan ly nha nudc cé tham quyén s& tam ngung xem xét va tiép nhan ho so cong bod
san pham my pham 06 thang d6i vdi cac to chire, cd nhan ¢ mot trong cac hanh vi sau:

a) Kinh doanh m§ phdm nhép 1au, my pham gia, khong rd ngudn gdc, xuat xi;

b) Kinh doanh m§ phidm chua duoc co quan quan 1y nha nude c¢6 thim quyén cap sb tiép nhan
Phi€u cong bd san pham my pham;

¢) Khong thuc hién thu hdi m§ pham vi pham theo thong bdo clia co quan nha nudc ¢ thim
quyén;
d) San Xuét, kinh doanh my pham tai co s khong tudn tha cac nguyén tic, tiéu chuan "Thuc

hanh tot san xudt my pham" ciia Hiép hoi cac nudc Dong Nam 4 (CGMP-ASEAN) hodc twong
duong dugc Hoi ddng my pham ASEAN thira nhan;

@) San xuat, kinh doanh my pham c6 thanh phan chét cim sir dung trong my pham hoic vuot
qua gidi han cho phép doi vdi cac chat cd quy dinh gidi han nong dd, ham luong sir dung theo
quy dinh hién hanh cta phép luét;

e) St dung nguyén liéu san xuat my pham da bi nuwdc san xuat cong bd cam luu thong trén thi
truong;

g) Nhap khau, kinh doanh my pham hodc nguyén liéu san xuit my pham da bi nudc san xuat
cong bo cam Iuu thong trén thi trudng;

h) San xuét, kinh doanh m§ pham c6 cong thirc khéng dung nhu hd so cong bd;

i) Gia mao tai liéu, st dung con dau gia hodc gia mao chir ky, c}éu cua co quan chiic nang Viét
Nam hodac nudc ngoai, ciia nha san xuat hodc chu s¢ hitu san pham;

k) Ké khai khong trung thuc cac ndi dung trong Phiéu cong bd san pham my pham;

) Khong ¢ Ho so thong tin san pham (PIF) luu tai doanh nghiép theo quy dinh.

2. Co quan quan ly nha nudc co tham quyén s& tam ngimg xem xét va tiép nhan hd so dang ky
quang cdo my pham, t6 chirc hoi thao, sy kién gidi thiéu my pham 06 thang d6i véi t6 chirc, ca
nhan c6 mot trong cac hanh vi sau:

a) Quang cdo my pham, t6 chirc hoi thao, su kién gidi thiéu my pham khi chua c6 Phiéu tiép
nhan hd so ding ky quang cdo my pham t6 chirc hoi thao, sy kién gidi thiéu m§y pham do co
quan quan 1y nha nude c6 tham quyén cép theo quy dinh ctia phap luat;

b) Quang cao my pham hodc to chtre hoi thao, su kién gidi thiéu my pham dbi voi cac san pham
my pham chwa dugc cép s tiép nhan Phiéu cong bd san pham m¥ pham;

¢) Quang cao my pham c6 thé lam cho nguoi tiéu dung hiéu nham san pham d6 1a thubc; quang
cao my pham c6 st dung danh nghia, biéu tugng, hinh anh, thu tin cta to chirc y, dugc, ciia can
bd y té; quang cdo m¥ pham néu tinh ning céng dung chua du co s¢ khoa hoc.

3. Co quan quan Iy nha nudc c6 tham quyén s& xem xét tam nging tiép nhan hd so cong bd san
pham my pham, hd so ding ky quang cao my pham, to chirc hoi thao, sy kién gi6i thiéu my
pham dbi vai to chirc, ca nhan khong ndp bao céo két qua hoat dong san xuat kinh doanh hang
nam theo quy dinh.

Hét thoi han tam ngung xem xét, tiép nhén hd so, sau khi don vi d3 khéc phuc dﬁy du cac vi
pham va c6 bao cdo, co quan quan Iy nha nude cd tham quyén s& tiép tuc xem xét, tiép nhan hd
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so cong bd san pham my pham, ho so dang ky quang cao my pham, to chirc hoi thao, sy kién
gidi thiéu san pham my pham cua don vi.

Chuwong X

TRACH NHIEM CUA TO CHUC, CA NHAN SAN XUAT, BUON BAN, NHAP KHAU
MY PHAM VA QUYEN CUA NGUOI TIEU DUNG

Diéu 48. Trach nhiém ciia t6 chirc, ca4 nhin sin xuit, buén ban, nhiap khiu my phim dé
Iuu thong trén thi trudng Viét Nam

1. T chi, ca nhan chiu trach nhiém dua san pham my pham ra thi truong phai chiu hoan toan
trach nhiém Ve cac ndi dung ké khai trong Phiéu cong bd san phdm my pharn chiu hoan toan
trach nhiém vé tinh an toan, hiéu qua va chit luong san pham, dam bao rang san phdm dua ra
luu thong dép mg tat ca cac yéu cau cia Hiép dinh m§ pham ASEAN va cac Phu luc kém theo.

2. Té chuc, c4 nhan dua san phém my phém luu hanh trén thi truong c6 trach nhiém theo doi,
phat hién va thu hoi ngay my pham khong dat tiéu chuan chét luong, thuc hién thong bao thu
hdi cua co quan quan ly nha nudc co tham quyen béo cdo vé viéc thu h01 my pham giri co quan
nha nudc c6 thim quyén; giai quyét kip thoi khiéu nai ctia khach hang vé chat luong my pham,
boi thuong thiét hai cho khach hang theo quy dinh cta phap luit. Dong thoi, phai hoan tra lai
tién cho ngudi mua hang va cac chi phi phét sinh trong qua trinh bao quan, van chuyén, luu
thong san pham.

3. Trudng hop phét hién nhiing tac dung phu tram trong dnh huong dén tinh mang ngudi tiéu
dung do chit luong san phim my phém t chirc va ca nhan dua san pham ra thi trudng phai bao
cao t61 Cyc Quan ly dugc - BO Y té trong vong 07 ngay ké tur ngay nhén duoc thong tin dau tién
vé tac dung phu nay theo mau tai Phu luc s6 18- MP. Bdo cao chi tiét vé tac dung phu tram trong
nay phai dugc giri vé Cuc Quan 1y duoc - Bo Y té trong vong 08 ngay tiép theo.

4. T6 chirc, ca nhan chiu trach nhiém dua san pham ra thi truong phai luu gitr HO6 so thong tin
san pham (PIF) trong thoi gian t6i thiéu 03 nam ké tir khi 16 san xuat cudi cung dugc dua ra thi
truong va xuat trinh khi co quan chirc nang kiém tra, thanh tra yéu cau.

5. Cac don vi san xuat, my pharp phai trién khai ap dung va dap mg cac nguyén tic, tiéu chuan
"Thyc hanh tot san xuat my pham" ctia Hi€p hoi cac nudc Bong Nam 4 (CGMP-ASEAN).

6. T6 chirc, c4 nhan kinh doanh my pham phai thuc hién cic yéu cau ciia co quan nha nudc cd
thim quyén trong viéc kiém tra, thanh tra vé chét lugng m¥y pham, thu héi my pham vi pham va
dugc quyén khiéu nai vé két luan va hinh thirc xtr 1y vi pham theo quy dinh cta phap luat vé
khiéu nai, t c4o.

7. T6 chuc, ca nhan chiu trach nhiém dua san pham ra thi truong phai tuan thu cac quy dinh va
luat phap Viét Nam vé so hitu tri tué. Khi co ket ludn cta co quan nha nude co thim quyén vé
nhan hiéu, kiéu dang cong nghiép vi pham quyén so hiru tri tué, to chirc, ca nhan phai ngimg
san xuat, buon ban, nhap khau dé tién hanh thay d6i nhan hi¢u, kiéu dang cong nghiép theo
dung quy dinh va c6 trach nhiém bdi hoan va xir 1y hau qua (néu co).

Pi¢u 49. Quyén ciia nguoi tidu ding my pham

Nguoi tiéu dung cé quyéq dugc thong tin vé my pham, c6 quyén khiéu nai, t6 cdo va yéu cau
don vi kinh doanh my pham bo6i thuong thi¢t hai theo quy dinh cua phap ludt do sir dung m¥y
pham san xuat, luu thong khong dam bao chat lugng, khong an toan.
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Chuong XI
TO CHUC THUC HIEN
Piéu 50. Thong tin va ché dd bao cio

1. Cuc Quan Iy duoc - BO Y té ¢6 trach nhiém cép nhat va trién khai cac quy dinh lién quan dén
Hiép dinh my pham ASEAN trén trang thong tin dién tir cia Cuc Quan ly duoc (dia chi:
WWW. dav.gov.vn). Thuong xuyén phd blen cho don vi ¢6 lién quan va cac to churc, ca nhan san
xudt, kinh doanh my pham céac thay doi vé tiéu chi k¥ thuat da dwoc quyét dinh bai Hoi dong
my pham ASEAN, dong thoi phdi hop trién khai cac thay doi va quyét dinh d6 tai Viét Nam.
Moi quyét dinh vé& quan 1y my pham duoc thong qua boi Hoi ddng my pham ASEAN duoc ap
dung tai Viét Nam.

2. Cuc Quan ly dugc, So Y té cac tinh, thanh phé truc thugc Trung wong, Ban Quan ly Khu
kinh té ctra khau Moc Bai (tinh Tay Ninh), Ban Quan 1y Khu kinh té tinh Quang Trj co trach
nhiém dua két qua xir 1y cac hanh vi vi pham trong linh vuc m§y pham theo tham quyen trén
trang thong tin dién tir ciia co' quan; 6 10 trinh dwa danh sach cac san pham my pham da cap. s6
tiép nhan Ph1eu cong bd san pham my pham va nhimng nodi dung thong tin, quang cao my pham
da giai quyét trén trang thong tin dién tr ciia co quan dé phuc vu cong tac kiém tra, thanh tra,
giam sat hau mai.

3. Pinh ky vao ngiy 30 thang 6 va 31 thang 12 hang nim, S& Y té cac tinh, thanh phd truc
thugc Trung wong, Ban Quan ly Khu kinh té ctra khau Moc Bai (tinh Tay Ninh), Ban Quan ly
Khu kinh té tinh Quang Trj gui bao cdo tinh hinh quan ly chat luong va cong tac hau kiém my
pham tai dia phuong, bao cdo vé viée cap so tiép nhan Phiéu céng bd san phadm my pham (Phuy
luc s6 15-MP), bao céo vé viéc cap Phiéu tiép nhén hé so dang ky quang cao my pham, t6 chirc
hoi thao, sy kién gidi thiéu my pham (Phu lyc s6 16-MP) vé Cuc Quan 1y duoc - BO Y té.

4. Pinh ky ngay 30 thang ()1 hang nam, t6 chure, cg nhan chiu trach nhiém dua san pham ra thj
truong phai gui bao cao két qua hoat dong san xuat kinh doanh nam trude cua don vi minh vé
Cuc Quan 1y dugc - B0 Y t€ va SO Y t€ so tai (Phu luc so 17-MP).

Piéu 51. Biéu miu, Phu luc kém theo Thong tw

1. Mau Phiéu céng bd san pham m§ pham: Phy lyc s6 01-MP.

2. Tai liéu huéng dan vé cong bd san pham my pham: Phu luc s6 02-MP.

3. Hu6ng dan cia ASEAN vé cong bé tinh nang cia san pham m§ pham: Phy luc s6 03-MP.

4. Quy udc viét t:?:lt tén céc tinh, thanh phé truc thudc Trung wong va mot sé Ban Quan 1y Khu
kinh té: Phu luc s6 04-MP.

5. Thay dbi sau khi cong bd san pham my pham: Phu luc sé 05-MP.

6. Quy dinh cuia ASEAN vé gi6i han kim loai ndng va vi sinh vat trong san phdm my pham: Phy
luc s6 06-MP.

7. Hd so thong tin san phdm: Phu lyc s6 07-MP.
8. Tai liéu huéng din cia ASEAN vé kiém tra hau mai my pham: Phu luc s6 08-MP.
9. Mau Bién ban ldy miu my pham dé kiém tra chét luong: Phy luc s6 09-MP.
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10. Méu Phiéu dang ky quang cdo m¥y phém, t6 chirc hoi théo, sy kién gidi thi¢u my phém: Phu
luc s6 10-MP.

11. M?Eu Phiéu tiép r}hén hd so dang ky quang cdo my phém, td chure hdi thdo, sy kién gidi thi¢u
my pham: Phu luc s6 11-MP.

12. Méu Gidy chtng nhén luu hanh ty do (CFS): Phu luc s6 12-MP.
13. Mau Phiéu ding ky kiém tra thyc hanh tot san xuat my pham: Phu luc s6 13-MP.
14. Mau don hang nhap khau dung cho nghién ctru, kiém nghiém: Phu luc sb 14-MP.

15. MAu bao cdo danh sach my phdm da cip sb tiép nhan Phiéu cong bd san phim my pham:
Phu luc s6 15-MP.

16. Mau bao c4o danh sach my pl}ém da cap Phiéu tiép nhan ho so ding ky quang céo, t6 chirc
hoi thao, sy kién gidi thi€u my pham: Phu luc s6 16-MP.

17. Mau béo céo két qua hoat dong san xuét, kinh doanh my phém: Phu luc s6 17-MP.
18. Mau thong béo tac dung bét lgi dbi voi my pham: Phy lyc s6 18-MP.
Piéu 52. Quy dinh chuyén tiép

1. Ké tur ngay Thong tu nay c6 hi€u lyc thi hanh, tat ca cac tO chiic, c4 nhan chiu trach nhiém
dua san pham my pham ra thi truong Viét Nam phai thyc hién viéc cong bd san phdm my pham
theo quy dinh tai Thong tu nay.

2. Pbi voi truong hop cac san pham da cong bd tir ngay 10/3/2008 (theo quy dinh tai Quy ché
Quan 1y m§ pham ban hanh kém theo Quyét dinh sé 48/2007/QD-BYT ngay 31/12/2007 cua Bo
truong Bo Y t&) va duoc cip sb tiép nhan Phiéu cong bé san pham my phém con hiéu lyc ma
dap ng cac quy dinh tai Thong tu nay thi dugc phép tiép tuc san xuat (ddi véi my pham san
Xuat trong nudc), nhap khau (ddi v6i my phadm nudc ngoai) dén hét thoi han cia Phiéu cong bd
san pham my pham.

3. Nhirng san phim m¥ pham dua ra luu thong khong dap umg yéu cau vé an toan san pham m§
pham theo quy dinh tai Chuong IV cta Thong tu nay, t6 chirc, c4 nhan chiu trach nhiém dua
san pham ra thi truong phai thu hdi toan bd san pham va thyc hién theo ding quy dinh tai
Thong tu nay.

4. Cac san pham my pham di dua ra luu thong trong thoi gian gidy phép con hiéu lyc, néu dap
ung yéu cAu vé an toan san pham my pham theo quy dinh tai Chuong IV cua Thong tu nay thi
dugc tiép tuc luu thong trén thi truong dén hét han dung cta san pham.

Piéu 53. Hiéu lue thi hanh

1. Thong tu ndy c¢6 hiéu lyc thi hanh ké tir ngay 01/4/2011.

2. Bii bo Quyét dinh s6 48/2007/QD-BYT ngay 31/12/2007 ctia B truéng BO Y € vé viéc ban
hanh Quy ché ‘quan ly my pham Quyét dinh s6 40/2008/Qb-BYT ngay 26/12/2008 cua Bo
truong B Y té vé viéc phén cap quan ly nha nudc vé my pham ddi véi my pham san xudt tai
Vlc‘g Nam, Quyét dinh s6 22/2008/QD- BYT ngay 02/7/2008 cua Bo tru’ong BOY tg: vé viée uy
quyén thyc hién chirc nang quan ly my pham cho Ban Quan ly Khu kinh t€ ctra khau Moc Bai,
tinh Tay Ninh tai Khu thuong mai c6ng nghiép thugc Khu kinh té cira khau Moc Bai, tinh Tay

Ninh, Quyét dinh s6 3450/QD-BYT ngay 21/9/2010 cia Bo truong BO Y té vé viéc uy quyén
thyc hién chirc ning quan 1y m¥ pham cho Ban Quan 1y Khu kinh té tinh Quéng Tri.
//
N
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3. Thu truéng cac don vi thudc B Y té, cac don vi truc thuoe Bo Y té; Giam dbe S Y té cac
tinh, thanh pho truc thudc trung wong va céc toé chirc, cad nhan co lién quan chiu trach nhi¢m thi
hanh Thong tu nay.

4. Trong qua trinh trién khai thuc hién, néu c6 khé khan, vuong méc, cac td chirc, ci nhan gui
bao cdo vé BO Y t€ (Cuc Quan ly dugc, 138A Giang VO, Ba Dinh, Ha Noi) d€ BO Y té xem xét,
giai quyet./.

Noi nhin: KT. BQ TRUONG
- Van phong Chinh phu (Phong Cong bao, Website THU TRUONG
CP);

- Cac B9, co quan ngang B9, co quan tryc thuoc Chinh

phu;

- B6 Tu phép (Cuc kiém tra VBQPPL);

- BT. Nguyén Quéc Triéu (dé bao co); Cao Minh Quang

- UBND cac tinh, thanh phé truc thudc Trung wong;
-S&'Y té cac tinh, thanh phd truc thudc Trung wong;
- Hiép hoi Tinh dau, Huong liéu va My pham Viét
Nam;

- Website BYT,;

- Luu: VT, PC, QLD (5).
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